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January 4, 1977 

Hon. A,Daniel Fusaro 
Clerk 
United States Court of Appeals 

for the Second Circuit 
Room 1701 
United States Courthouse ~ 

j 
Foley Square | 
s " , j 
New York, N. Y. 100uU/ 
Re: United States v. Pastor and Weiner 
___Dkt._ #76-1364 _ See 
Dear Sir: 
We write to make a correction in the Appendix that was filed 


in mid-November in the above indicated appeal. 


Although the index to that Appendix shows “Affidavit of Leslie 
A.- Kuhn, M.D., P.C., dated May 19th, 1976" appearing at Appendix page 
311, erroneously we reproduced at that page the same May 18th affidavit 
of Dr. Kuhn that -- properly indexed -- appears at Appendix page 310. 


I have enclosed multiple copies of the May 19, 1976 affidavit 
that should have been reproduced at Appendix page 311, and respectfully 
request that it be inserted in the Appendix already on file with the 
Court at the appropriate page (311). 


Our sincere apologies for this error in preparing the Appendix. 


Very truly yours, 


RHK:ds 2 , 


Encs. [Kis 2uiies Seas hn 


cc.&encs.: John J. Kenney, Esq. 
Assistant United States Attorney 


Gerald L. Shargel, Esq. 


LESLIE A. KUHN, M.D., P.C. 
Tee MOUNT SINA! HOSPITAL 
1176 FIFTH AVENUE 
NEW YORK, N. Y. 10029 


TELEPHONE (212) TRAFALGAR 6-9009 


May 19, 1976 


Leslie A. Kuhn, M.D., being duly sworn, deposes and says: 


This will supplement my previous communication regareling 
Mr. Edward Pastor. Mr. Pastor has a history of advanced coronary artery 
disease with extensive narrowing or complete obstruction of all the 
major arteries supplying the heart. There is a history of hypertension, 
severe angina pectoris with recurrent episodes of diminished blood 
flow into the heart muscle. On May 18, 1976, he experienced two hours 
of severe, crushing anterior chest pain with radiation to the left arm. 
This was unrelieved by 20 Nitroglycerin tablets. 


On examination in the emergency room of Mt. Sinai Hospital (the details 
of which have been previously submitted), Mr. Pastor had electrocardio- 
graphic evidence of diminished blood flow into the heart muscle as well 
as previous myocardial infarction. Because of the prolonged episode of 
insufficient blood flow into the heart muscle , because of the prolonged 
nature of his pain, 1d because of the new electrocardiographic 
abnormalities he was hospitalized in the coronary care unit of Mt. Sinai 
Hospital. 


Since his hospitalization Mr. Pastor has had recurrent severe chest 
pain indicative of inadequate blood flow into the heart muscle. There 
havebeen some further electrocardiographic abnormalities. These episodes 
of pain hawenot responded to Nitroglycerin and he reguired injections of 
pain relievina medication. 


Mr. Pastor has established severe triple vessel coronary artery 
disease with episodes of severe diminution of blood supply to the heart 
muscle manifested at an accelerated pace during the last two days. The 
emotional tension associated with his trial I believe is an important 
contributory factor to the development of his episodes of myocardial 


ischemia. His current clinical status is extremely labile and he may be 
considered as either undergoing an acute myocardial infarction at this time 
or naving an impending myocardial infarction at this time. I believe that 


adequate and acceptable medical practice would be to observe Mr. Pastor 

in the present setting of the coronary care unit for at least several more 
days to determine his clinical course and to provide for possible emergency 
treatment. I believe that participation in and attendance in his trial 

at this time as well as incarceration are injurious to his health and 

may have life threatening consequences. 


(73 t gla li . - 


Leslie A. Kuhn, M.D. 
Sworn to before me this 19th _., Director, Ames Coronary 
Care Unit 
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DOCKET ENTRIES 


UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF NEW YORK 


okie eaetn Sen Ce ETE MEP ENS Te x 
UNITED STATES OF AMERICA, 
Vv. 
No. 76 Crim. 253 
MARTIN WEINER, 
JUDGE MOTLEY 
Defendant. 

eS ee ne aaa me xX 

Proceedings 
3-12-76 Filed indictment. Case assigned to Judge 


Motley superseding 75 Cr. 753. A Notice of 
Readiness has already been filed in 75 Cr. 193-6 


lie 4- 1-76 A.M. . . Deft. & Atty. present. Pleads not guilty. 
Bail cont'é. $10,000 Pollack, J.-, as fixed in 
75 Cr. 753. Trial adjd. to 6-17-76. . Motley, J- 


5-11-76 Tiled opinion #44378. Defts. have presented the 
court with an omnibus motion which was filed on 
Jan. 5, 1976. The requests embodied in this more 
recent motion will be dealt with seriatim***The 
‘ motion for recusal is accordingly denied. Motley, 
J. . - Mailed notice. 


5-17-76 Filed court's exhibit 1 order-d sealed and placed 
in vault in cashier's office. Motley, J- 


5-26-76 Filed Memorandu’ Opinion No. 44476. Defts. seek 
to dismiss motion and for reasons more fully set 


forth - The mot: 2n to dismiss the indictment is 
accordingly den..ed. Motley, J- 


5-17 Jury selection is commenced. 
5-18-76 Jury trial begun. 


5-19-76 Jury trial cont'd. 


5-20-76 
5-21-76 
5-24-76 
5-25-76 
5-26-76 
5-27-76 
5-28-76 
6- 1-76 
6- 2-76 
6- 3-76 


6- 4-76 


6-10-76 


6-25-76 


6-25-76 


7- 6-76 


7-21-76 


7-27-76 


ws 


a 


Trial cont'd. 

Trial cont'd. 

Trial cont'd. 

Trial cont'd. 

Trial cont'd. 

Trial cont'd. 

Trial cont'd. 

Trial cont'd. 

Trial cont'd. 

Trial cont'd - Jury deliberations begun. 

Trial cont'd. & concluded. Deft. GUILTY on Cts. 
1, 5 & 6. Unable to reach decision on Cts. 2, 3 
& 4. Sent. adjd. to 7-26-76, 2 P.M. Deft's. bail 
cont'd. at $10,000 P.R.B. Court declares a mis- 
trial on counts 2, 3 4 4. . .Motley, J. 

Filed Govt's. requested voir dire of prospective 
jurors. Filed Govt's. memorandum of law in 
opposition to motions to dismiss for lack of 
venue. 

Filed Govt's Requests to Charge. 

Filed Deft's Requests to Charge. 

Filed Deft's Notice of Motion for an order 
directing the entry of a judgment of acquittal. 


RET: 7-26-76. 


Filed Govt's Memorandum in opposition to deft's 
Post-Trial motions. 


Filed Memo endorsed (on Notice of Motion dated: 
7-6-76). . .The within post-trial motions of 
the deft. Martin Weiner for the setting aside 
of the deft's conviction by jury on counts l, 

5, and 6 or, in the alternative, for a new trial 
on said counts are hereby DENIED. So Ordered. 
Motley, J. 


7-26-76 Filed Judgment #76715 (Atty. W. Donald Sparks 
present). Defendant sentenced to SIX (6) 
MONTHS on Counts l, 5 & 6 to run concurrently 
with each other. Imposition of - atence is 
suspended. Defendant placed on probation for 
Two (2) YEARS. Fine of $3,000.00 on Count 1 
to be paid within 30 days for date (sic) of 
judgment. Defendant is to stand committed 
until the fine is paid, or he is otherwise 
discharged according to law. MOTLEY, J. 


4 8- 3-76 Filed notice of appeal from judgment dated 
7-26-76. Copy of U.S. Atty. and mailed to 
deft. c/o Met. Corr. Center, N.Y.C. 


8-16-76 Filed Order -- That the imposition of the Three 
Thousand Dollar ($3,000.00) fine against deft. 
is stayed pending the disposition of the appeal. 
So ordered - MOTLEY, J. 


9-15-76 Filed notice that the original record on appeal 
we has been certified and transmitted to the U.S. 
C.A. 
10-15-76 Filed transcript of record of proceedings dated 


7-26-76. 
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3-12-76 Fiied indictment. y 

; ' Case assigned to Judge Motley cuperseding 75 Cr 753. a 

| A Notice of Readiness has already becn filed in 75 Cr 753. “) 

Bi Pollack, J. 

4-1-7€ Atty. Andrew Cooper present..Deft not present Fleacs not guilty bail cont "de 

es previously fixed in 750r.7537 trical edjd to 5-)17-76..Motley,J. 

! ie 

| La29=7% Tiled 22fevt. rnd netice ef motion for en erder to dismiss the origina 1 : os 

| Srdiciment ard @ireciing disclosures Ncte Oh-29-76 (idied in 7!  Cre753) ‘ 

i be ?0~76 let memoranium dA cupport ef omribus motion. ( filed in 75 Ure 753) 

| 9-.-76 Filed Govts mensrandum is oppositien to omnibus pre-trial metion. 

|5-6-76 tileé affédvt.el J. Timbers AUSA in opnesitieon te metion to adjourn trial. » 

pr b£- 76 Lile@ epinion #44354. .The wstien of deft to post-pone the trial of tnis 

; Y case wou scheduled to commence on May 17,1976 is denteat*xs nview of Hr. 7 
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‘ha trial and it is denied.....So octeced, Motley,J...om/n (Filed in 75Cr'. 2733) .o 
P/T Cons. held « concluded..Suppression tearing adjd to %a.m. 5» 17476 ee 
trial to commence after hearing...-.Motley,Jeoe 9, 
Filed memorandum opinion 744410 By motion filed with the court ion ; , 
Jan.5-76 deft requested an order**appoincing a physician***The . sa ye 

Court zinds,dased on all the evidence that Mr.Pastor is able to withstand - | ‘| 2" 
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without grave risk to his life or nealth*+*+*Motley,J...m/n t - 
ss | c.* 
Filed opinion # 44417 Deft by affdvt.of his counsel filed May 10,1975 22% 
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Trial cont'd. | 
Trial cont'd. | 
Trial cont'd. 
Trial cont'd. ae 
Trial cont'd.- -ury deliberations begun H 


Trial cont'd. & concluded. CUILLTY on cts. 1,5 & 6 unable to me decision” 
on Cts.2,3 & 4.-Sent. adjd to 7-26-76 2 P.M. Bail set at 310, 0p j 
P.R.D. to be signed by deft and by wife. Court declares a mistrial jon ctse | 


ae & Wovees-Motley,J. ; prerarere re eeTr 7 BAY MENTS 
Tae te - Cr *tt3ER ot OAT } AE Fee ’ 77 *! ‘N . A [ oe: a AL Ruger 
“Fr - “= % * +e st” w°.* . : <7 Sr, te". & — . 3 3 - ee ee eS 


ob wees | oe eee ee eee cece mae 


at Sees i = cae » 


a 
Edvard Paster Mts 3 _ oe Cr.253 


DATN TLOCEEDINGS 


6-45-76 ___' 2, PASTOR _~_ Filed _appearance bond. in_emt.of $10, oC 10 co-signed by wife. _ 
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INDICTMENT 


UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF NEW YORK 


aocsee ee eee ee eee eee eee ooo eee" >.4 
UNITED STATES OF AMERICA, 

Vv. 

No. 76 Crim. 253 
EDWARD PASTOR and MARTIN 
WEINER. 
Defendants. 
aeoe eee See eee eee eee ee eee eee2° x 
COUNT ONE 

The Grand Jury charges: 

1. From on or about the lst day of March, 1973, 
and continuously thereafter up to and incli g the date of 


the filing of this indictment, in the Southern District of New 
York and elsewhere, EDWARD PASTOR ane MARTIN WEINER, the de- 
fendants, Charles Fernald and Douglas Berry, named herein as 
co-conspirators but not as defendants, and others to the Grand 
Jury unknown, unlawfully, intentionally and knowingly combined, 
conspired, confederated and agreed together and with each other 
to violate Sections 812, 841(a) (1), 843(a) (2) and 843(a) (2) of 


Title 21, Unite States Code. 


Objects of the Conspiracy 


2. It was part of said conspiracy that the said 
defendants unlawfully, intentionally and knowingly would, in 


the course of the distribution of Schedule III and IV con- 


trolled substances, use a registration number which was suspended 
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and issued to another person in violation of Sections 812 and 
843(a) (2) of Title 21, United States Code. 

3. It was further part of said conspiracy that the 
said defendants unlawfully, intentionally and knowingly would 
by misrepresentation, fraud, forgery, deception and subterfuge 
acquire and obtain possession of Schedule III and IV controlled 
substances, in violation of Sections 812 and 843(a)(3) of Title 
21, United States Code. 

4. It was further part of said conspiracy that the 
said defendants unlawfully, intentionally and knowingly would 
distribute and possess with intent to distribute Schedule III 
and IV controlled substances, the exact .mounts thereof being 
to the Grand Jury unknown, in violation of Sections 812 and 


8431(a) (1) of Title 21, United States Code. 


The Means by Which the 
Cons, iracy Was Carried Out 

5. Among the means by which the defendants and 
their co-conspirators would and did carry out the conspiracy 
were the following: 

(a) The defendants, EDWARD PASTOR and MARTIN WEINER, 
did order and receive from co-conspirator Charles Fernald, a 
broker engaged in the business of distributing drugs, phendime- 
trazine and phentermine which are respectively Schedule III and 
Schedule IV ccntrolled substances under the federal narcotics 


law. 


» 
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(b) The defendants, EDWARD PASTOR and MARTIN WEINER, 
were not registered with the Federal Drug Enforcement Administra- 
tion, or its predecessors, to purchase phendimetrazine and phen- 
termine although, as these defendants well knew, only persons 
so registered could legally purchase phendimetrazine and phen- 
termine. In an attempt to evade this requirement of the law 
the defendants, PASTOR and WEINER, falsely represented to co- 
conspirator Charles Fernald and others that they were ordering 
the phencimetrazine and phentermine for a Dr. Horace Johnson, 
who, they falsely represented, was a physician registered with 
the Drug Enforc-nent Administration, and its predecessors, to 
receive plendimetrazine and phentermine. 

(c) Through the use of forged documents and other 
fraudulent means, the defendants, EDWARD PASTOR and MARTIN 
WEINER, did order and receive more than five million phendi- 


metrazine and phentermine tablets and capsules. 


OVERT ACTS 


In pursuance of the said conspiracy and to effect 
the objects thereof, the following overt acts were committed 


in the Southern District of New York, and elsewhere: 


l. In or about May, 1973, EDWARD PASTOR, the defendant, 


told Charles Fernald that, when PASTOR ordered @rugs, PASTOR 
did not want invoices sent to PASTOR or to Doctor Horace Johnson. 
2. On or about June 22, 1973, MARTIN WEINER, the 


defendant, paid Charles Fernald $4,475.00 in cash and receivzc 


a 


800,000 phendimetrazine tablets in Manhattan, New York. 

3. In or about June, 1973, MARTIN WEINER, the de- 
fendant, toid Charles Fernald, over the telephone, that the 800,000 
phendimetrazine tablets that WEINER had ordered from Fernald 
were intended for a doctor. 

4. In or about September, 1973, EDWARD PASTOR, the 
defendant, told Charles Fernald that the 250,000 phendimetra- 
zine capsules that PASTOR was ordering were intended for Dr. 
Horace Johnson. 

5. In or about October, 1973, EDWARD PASTOR, the 
defendant, ordered one million phendimetrazine capsules for 
Doctor Horace Johnson. 

6. On or about November 23, 1973, EDWARD PASTOR, 
the defendant, caused the signature of Dr. Horace Johnson to 
be forged on a letter that purported tot confirmation of 
an order for puendimetrazine capsules. 

7. In or about 1974, at the APA Transport terminal 
in Philadelphia, Pennsylvania, EDWARD PASTOR, the defendant, 
falsesly stated to an employee of APA Trarsport that PASTOR 
was Doctor Horace Johnson. 

8. In or about April, 1974, EDWARD PASTOR, the 
defendant, ordered one million phentermine tablets for Doctor 
Horace Johnson from Charles Fernald. 

9, In or about April 18, 1974, EDWARD PASTOR, the 


defendant, caused he signature of Dr. Horace Johnson to be 
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forged on a letter that purported to be an order by Doctor 
Horace Johnson for one million phentermine tablets. 


(Title 21, United States Code, Section 846.) 


COUNT TWO 


The Grand Jury further charges: 


In or about July, 1973, in the Southern District of 
New York, EDWARD PASTOR and MARTIN WEINER, the defendants, un- 
lawfully, intentionally and knowingly did obtain possession 
of Schedule III controlled substances, to wit, approximately 
100,000 phendimetrazine capsules, by misrepresentation, fraud, 
deception, and subterfuge. 

(Title 21, United States Code, Section 843[a] [3] 

and Title 18, United States Code, Section 2.) 


COUNT THREE 


The Grand Jury further charges: 

In or about August, 1973, in the Southern District 
of New York, EDWARD PASTOR and MARTIN WEINER, the defendants, 
unlawfully, intentionally and knowingly did obtain possession 
of Schedule III controlled substances, to wit, approximately 
2,000,000 phendimetrazine tablets, by misrepresentation, fraud, 
deception, and subterfuge. 


(Title 21, United States Code, Section 843 [a] [3] 
and Title 18, United States Code, Section 2.) 
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COUNT FOUR 


The Grand Jury further charges: 
In or about September and October, 1973, in the Southern 
District of New York, EDWARD PASTOR and MARTIN WEINER, the de- 
fendants, unlawfully, intentionally and knowingly did obtain 
possession of Schedule III controlled substances, to wit, approxi- 
mately 250,000 phendimetrazine capsules, by misrepresentation, 
fraud, deception, and subte age. 
(Title 21, United States Code, Section 843[a] [3] 
and Title 18, United States Code, Section 2.) 


COUNT FIVE 


The Grand Jury further charges: 

From October, 1973 up to and including June, 1974, 
in the Southern District of New York, EDWARD PASTOR and MARTIN 
WEINER, the iefendants, unlawfuliy, intentionally and knowingly 
did obtaim possession of Schedule IV controlled substances, to 
wit, approximately 1, 080,000 tablets of phentermine, by mis- 
representation, fraud, forgery, deception, and subterfuge. 


(Title 21, United States Code, Section 843[a] [3] 
and Title 18, United States Code, Section 2.) 


/s/ Robert B. Fiske, Jr. 
ROBERT B. FISKE, JR. 
/s/ James Mcp. ide United States Attorney 
FOREMAN 
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UNITED STATES OF AiIERICA, 
i Plaintiff, NOTICE’ OF MOTION 
| -against- | 
75 Crim. 753 (BM) \ 
EDWARD PASTOR and MARTIN WEINER, | 


Defendants. 


| PLEASE TAKE NOTICE, that upon the annexed affidavit 
| of Richard H. Kuh, sworn to on th 2nd day of January, 1976, 
| and the exhibits annexed to such affidavit, the indictment here 
| in, and all the proceedings heretofore had herein, the defend- 
| ant, EDWARD PASTOR, will move this Court, at a term thereof to 
; be held before the Honorable CONSTANCE BAKER MOTLEY, Judge of 
, | the United States District Court for the Southern District of 
( 
: | New York, at a part thereof to be held at the United States | 
: | Courthouse, Foley Square, in the Southern District of New a 
on the 30th day of January, 1976, at 9:30 o'clock in the fore- 
\ noon of that day, or as soon thereafter as counsel can be heard 


for an Order: 


(1) Pursuant to Rule 12 of the Federal Rules of Criminal 


Procedure dismissing the indictment, and each count | 
thereof, against the defendant, EDWARD PASTOR, upon 
the following grounds: | 
paar ‘I => Cle da tye 
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A. The said indictment and each of its counts 

do not state facts sufficient to constitute 

an offense against the United States, in that 
they allege as crimes cer: .in purported acts 
that were not rendered c.iminal by Act of 
Congress, but rather by Rule of the prosecutor, 
the Attorney General of the United States, in 
derogation of the Constit.ition of the United 

| States, specifically the provisions of the Con- 
stituticn lodging all legislative powers in the 
} Congress (Article I, Section 1) and the “due 
process" clause, Amendment V; anu 


B. The said indictment and each of its courts 
do not state facts sufficient to constitute 
an offense against the United States, in that 
they allege as crimes certain purported acts 
denominated as criminal by the prosecutor, the 
' Attorney General of the United States, pursuant 
to standards that were unconstitutionally vague, 
and in an abusive exercise of his discretio 
without an adequate basis in law or *n ‘“7ct tor 
the said criminalization of such act 
| 


(2) Pursuant to Rule 12 of the Federal Pules of Criminal 
Procedure dismissing the said indictment and each 
of its counts, because this Court is without juris- 
diction, in that none of the crimes charged in the 
indictment are cognizable in this district, none of 
the acts of the defendants and the purported co=con- 
Spirators (named but not indicted) allegedly taken to 
effect any of the elements of said crimes having taken 


place in the Southern District of New York. 


(3) Pursuant to Rule 12(b)(3) of the Federal Rules of 
Criminal Procedure, and Miranda v. Arizona, 384 U.S.434, 


16 L.Ed. 694 (1966), and other federal decisions, 


Q 
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directing the suppression of any statements purported?:} 


made by the defendant, EDWARD PASTOR, and prohibiting 
the use by the United States Government in evidence 
of such statements, because of the violation of de- 
fendant's rights under the Fifth and Sixth Amendments 
of the Constitution of the United States, or direct- 
ing that a hearing be held on the voluntariness of 
any statements, purportedly made by the defendant, 
EDWARD PASTOR, that the United States Government in- 


tends to use, should there be a trial in this matter. 


Pursuant to Brady v. Maryland, 373 U-S. 83, 10 L.Edu2d215 


(1963), and other federal decisions, ordering that 
prompt discovery be granted by the Government of the 
United States to the defendant, EDWARD PASTOR, ef ait 

{ 
material now known to the Government, OF which may 


become known, or which through due diligence may be 


learned from the investigating agents, the Drug En- 


forcement Administration, or the witnesses in the case 
which is or may be exculpatory in nature, Or favorable 
to che defendant, or which may lead to exculpatory 
material, to include but not limited to: 

The names and addresses and grand jury testimony 

of such persons, if any, who testified before the 


grand jury who will not be called by the Govern- 
ment at trial; 


> 


aca 

The names and addresses of all persons who have 
been interviewed by agents of the United States 
in connection with the subject matter of this 
case and whom the Government does not presently 
intend to call at trial, and the statements, if 
writte 1 or recorded, of those persons, OF if no 
written or recorded statements exist, a summary 
of each of the statements made; 


All documents, of any kind and description, ob- 
tained by the Government from any sources out- 
side the Government in the course of this investi- 
gation which the Government does not presently 
intend to use at the trial of this matter; 


All documents and information of any kind what- 
soever, if any, in derogation of the fitness of 
Dr. Horace Johnson to practice medicine, to be 
authorized to prescribe and dispense and obtain 
narcotic drugs or other substances controlled 
by federal or state law; 


The criminal records, if anv, of all persons the 
Government intends to call at trial, specifically 
to include but not limited to Dr. Horace Johnson, 
Charles Fernald and Douglas Berry; the recorded 
statements, if any, made by any agent of the United 
States (including personnel of the United States’ 
Attorney's office) at or in connection with the 
sentencing of each such person; the agreements, if 
any, each such person has or had with any agent of 
the United States concerning cooperation with the 
United States in criminal matters and inv7astigations; 
any promise of non=prosecution or any immunity grant 
ever made to any such person, and if a grant of 
immunity was made, all G@vernment documents per 
taining to such grant; the gravamen of any statements 
made by any agent of the Uniteu States (including 
personnel of the United States’ Attorney's office) 
to any representative of the Probation Department 
of any federal or state court in connection with 
such sentencing; any Federal Bureau of Investigation 
or Drug Enforcement Agency Or any other Govern- 
mental agencies' report on any of the purportedly 
criminal activities of such person including 
cr ‘nal activities for which such person was 
neve > formally charged, and without regard to 

< - or not the proof was adequate to support a 
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criminal charge; any threats of prosecution or of 
any punitive activity, whether direct or indirect, 
ever conveyed to ary such person by any Government 
agent; any mental nospitalization or other mental 
history of any kind or degree, known to or ascer~ 
tainable by the Government concerning such person; 
any falsehoods ever alleged by such person whether 
or not under oath, to any agent of any federal 

or state Goverrnent at any time whether or not such 
false statements were recorded or made in writing; 
any other information concerning any such person 
that may be in derogation of his honesty or 
capacity to accurately observe Or report; and 


All statements of all persons the Government interds 
to call at trial, specifically to include but not 
limited to Dr. Horace Johnson, Charles Fernald and 
Douglas Berry, insofar as any portions of said state- 
ments differ with the anticipated testimony of each 
such person, whether made in the grand jury OF other- 
wise, an’? insofar as any of such stateme: ts were not 
written or recorded, a summary of each of such state~- 
ment. 


Pursuant to Rule 16 of the Federal Rules of Criminal 
Procedure ordering prompt discovery be granted by the 
Government of the United States to the defendant 


EDWARD PASTOR of the following items: 


Pursuant to Rule 16 (a) (1) (A), the defendant's written 
or reccrded statements, and the substance of his oral 
statements, to the extent directed by the Rule and 
not yet furnished, if any; 


Pursuant to Rule 16 (a) (1) (B), the defendant‘s prior 
criminal record, if any; 


Pursuant to Rule 16 fa) (1) (Cc), all books, papers, docu- 
ments, photographs, tangible objects or copies of 
portions thereof, which are within the possession, 
custody or control of the Government, which may be 
material to the preparation of the defense, Cr 

which are intended for use by the Government at 

the trial; this is to include, but is not limited 

to, those items that are: 


— 
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Purportedly reflective of any falsehood 
perpetrated in any way by either of the 
defendants, or the purported unindicted 
co-conspirators, Or Dr. Horace Johnson, 
in connection with the alleged use of the 
name Dr. Horace Johnson, or any creden- 
tials of the said Dr. Johnson, in connec- 
tion with the ordering, possession, re- 


ceiving or disposing of controlled sub- ila © 

stances, and is to include but is not acu 

limited to all documents reflective of a, Al 
yU- 


Dr. Johnson's status at all relevant 


~times with regard to controlled substances; 


Purportedly reflective of any of the ac- 
tivities of th= unindicted co-conspira- 
tors, Fernald and Berry, or personnel em- 
ployed with or by each such co-conspira- 
tor, bearing on any of the transactions 
reflected in the indictment; 


Purportedly reflecti of long distance 
telephone calls among the defendants and 
the purported co-conspirators, and other 
persons with whom they were allegedly in 
contact with for criminal purposes; and 


Those documents received by the United 
States Attorney from the Drug Enforcement 
Administration, in compliance with the 
defense requests of September 22, 1975 
and Octuber 15, 1975, and the Court's 
directions of those dates, retained by 
the prosecutor as set forth in 412 of 

the moving Kuh affidavit. 


D Pursuant to Rule 16(a)(1)(D) all results or reports 
of examinations and of scientific tests, if any, 
copies of which are within the possession, custody, 
or control of the Government which may be material 
to the preparation of the defense are or intended 
for use by the Government at the tri l. 


(6) Pursuant to Rule 7(f£) of the Federal Rules of Crimi- 


States to file a further bill particularizing the 


nal Procedure ordering the Government of the United 


2Qda 


following matters embraced within the indictment, 


not hitherto supplied, as without such matters the 
defendant cannot adequately and properly prepare 


for trial: 


Any and all overt acts not enumerated ir ie 
first count of the indictment concerniiy hich 
the Government intends to offer evidence ipon 
trial; 


If the Government intends to offer evidence of 
false and fraudulent pretenses eo: representa- 
tions not specifically set forth in the indict- 
ment, provide the substance thereof; 


Those facts upon which the Government expects 
to reply to show that the fede eral court in the 
Southern District of New York has jurisdiction 
over the subject matter of the indictment, and 
each count thereof; 


As to the conspiracy count (the first count) of 
the indictment: 


State the date and circumstances under 
which each purported conspirator (the 
defendants and the unindictea co- 
conspirators) purportedly joined the 
conspiracy as alleged in the first para- 
graph of the said count; 


2s State the registration number or num- 
bers purportedly utilized by the de- 
fendants, the date and circumstances 
of the purported suspension of such 
number Or numbers, the person or ‘per- 
sons to whom each such number had been 
issued, and the specific means of the 
purported violations of §§812 and 841 
(a) (2) of Title 21 of the United States 
Code, as alleged in the second paragraph 
of the said count; 


Qa 

State the specific means of the pur- 
ported violations of §§812 and 843 (a) (3) 
of Title 21 of the United States Code, 

as alleged in the third paragraph of the 


said count; 


4. State the dates, places, times and per- 
sons who allegedly distributed or pos~- 
sessed the controlled substances unlaw- 
fully, and the sp2cific means of the 
pucported violations of §§812 and 841 
(a(l)of Title 21 of the United States 
Code, as alleged in the fourth para- 
graph of the said count; 


sces and amounts cf 


ui 


State the times, plé 

the orders and receipts, and the persons 
involved with the controlled substances, 
as alleged in paregraph 5(a) of the 


said count; 


6. State the times and places of represen- 
tations purportedly made by the defendants 
that they were acting for Dr. Horace Jonson, 
and if specific documents are relied upon 
set forth or make available for copying 

each such document, as alleged in paragraph 


S(b) of the said first count; 


7. Set forth the fraudulent means purportedly 
utilized by the defendants, and if specific 
documents are relied upon set forth or make 
available for copying each such document, 
as alleged in paragraph 5(c) of the said 

first count; 


8. As to overtact "1", alleged in the said 
first count, state whether other persons 
were present at such conversation, and 

if so name sucn other persons and speci- 

fy the instructions purportedly given by 

Pastor to Fernald; 


9. As to overt act "2", alleged in the said 
count, state whether other persons were 
present, the means used for payment, and 
the present whereabouts, if known, of the 

funds thus described; 


Las 
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. 
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As t wert act "3". alleged in the said 
first count, state precisely what Weiner 
allegedly stated to Fernald, where Weiner 
was at the time of the purported conversa-~- 
tion, a:.d whether other persons were pre~ 
sent at such conversation, and if so name 
such other persons; 


As to overt act "4", alleged in the said 
fire+ count, state whether other persons 
we esent at such conversation, and 
if .o .am2 such other persons; 


As to c act "5" alleged in the said 

fics’ count, if the said order was pur- 

poctedly in writing, set forth or make 
-ailaple for copying such document; 


As to overt act "6" alleged in the said 
first count, state precisely the means 
used by Pastor to caus« “he said forgery, 


and set forth or make available for copy- 
ing such document; 


As to overt act "7", alleged in the said 
first count, state the names and addresses 
of all employees to whom the said Pastor 
purportedly falsely stated that he was Dr. 
Horace Johnson, the dates of such state- 
ments, whether other persons were presence 
when such statements were made, and if so, 
name such other persons, and if any ~.f the 
said statements was in writing set forth 
or make available for copying such docu- 
ments; 


As to overt act "8", alleged in the said 
first count, state precisely where Pastor 
was at the time of the purported conversa~ 
tion, where it took place, and whether 
other persons were present at such conver- 
sation, and if so name such other persons, 
and if the order was in writing set forth 
or make available for copying such docu- 
ment; 


v. Holmes, 


t 
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16. As to overt 
first 


act "9", alleged in 


count, } 
portedly caused the 
took set 


p and 
for copying such document. 


lace, 


~~ 
~ 
~ 


182, 22 L.Ed.2d 176, 192, rehearing 


939, 22 


L.Ed.2d 475 (1-°9', 


A. All records of any electronic 
plications for same, whicl 


Ap 
or place of business of 


2 occurred 
the 


the unindicted co-conspirators, 


either of 
or of 
places, which eavesdro 


other place or 


intended to audit conversations of e} 


+ 


defendants or of anyone for those act 


fendants are charged with criminal re 
whether in the Southern District or e 
v the United States Attorney 

Administration, Or any ot 


of the United States Government; 


B. Any mail or other correspondence sent 
ndants or to the purported unindict 
Stat 
has been in 


e 
re 


conspirators, through the United 
that 


inspected by Government 


System or otherwise, 


or otherwise, 


Pursuant to United 


-_ 
Y 
( 
—— 


States v.Cannone, F 


1975), 18 Cr. L. Rep. 2103, October 29, 1975, a 


F.2d (D.C. Cir. 


2199, December 13, 1975, ordering the Governmen 


the names and addresses Of any persons who acti 


= + 


state precisely how 
said forgery 


forth or make 


Pursuant to Alderman v. United States, 


1975), 18 


the said 
Pastor pur- 
y, where 1t 


available 


denied 394 U.S. 


the Government 


eavesdropping, or 


at the home 
defendants 


or at any 


pping was 


ther of the 


ions the de- 


sponsibility 
lsewhere, 
» the 


Drug 
her personnel 


to the de- 

ec cc- 

es Postal 
tercepted 
personnel. 

.2d (2d Cif 
nd United States 
Cr. L. Rep. 


t to produce 


vely participated 


(10) 
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in the investigation (whether as witnesses, in- 


vestigators or otherwise) of matters of which the 
derendant stands accused, and who are expected to 


testify for the Government at the trial. 


Pursuant to United States v- Knohl, 379 F.2d 427, 
434-37 (2d Cir.), cert. den. 389 U-S. 973, 19 L. Ed. 
2d 465 (1967), appointing a physician or physicians 
to examine the defendant, EDWARD PASTOR, to advise 
the Court and counsel with regard to continuing the 
trial of the instant indictment as to the said de- 
fendant until such time as a trial of that indictment 
will not present a danger to“Said defendant's heaith 
or will not endanger the said defendant's life, and 
until such time as tte said defendant will be able to 
properly assist in his own defense, or ordering a 


hearing concerning such continuance. 


All other and furtner relief as to this Court may 
seem just and proper, including the scheduling of the 
furnishing of 3500 materials, and including reserva~- 


ticn to the defense of the right to make such further 


ee celia 
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pre-trial motions, if any, as may be appropriate 
in light of such discovery and other relief as 


is granted on the instant motion. 


Dated: New York, New York 
January 2, 1976 


yours, etc. 


KUH, SHAPIRO, GOLDMAN, COOPERMA 
& LEVITT. Pt. 
Attorneys for the Defendant 
Edward Pastor 
Office & P. O. Address 
800 Third Avenue 
New york, New york 


se lee callin HLL 


RICHARD H. KUH, PARTNER 


TOs 


HON. THOMAS J. CAHILL 

United States Attorney 
Southern District of New York 
United States Courthouse 
Foley Square 

New york, New york 
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UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF NEW YORK 


UNITED STATES OF AMERICA, 


Plaintiff, AFFIDAVIT IN SUPPORT OF 
__ OMNIBUS MOT ION 


-against- 


EDWARD PASTOR and MARTIN WEINER, 75 Crim. 753 (CBM) 


Defendants. 


STATE OF NEW YORK ) 
COUNTY OF NEW YORK ) SS.: 


RICHARD H. KUH, being duly sworn, deposes and says: 


1. I ama partner in the law firm of Kuh, Shapiro, 


Goldman, Cooperman & Levitt, P.C-, retained by the defendant, 


Edward Pastor, to represent him in the above indicated action. 


2. I submit this affidavit in support of the omnibus 


motion, made on behalf of Edward Pastor, seeking a dismissal 


of the indictment as against him on various grounds or, should 


dismissal not be ordered, a hearing on the use in evidence of 


statements purportedly made by Pastor, and various items of 


discovery, all as set forth in the Notice of Motion. 


3. Edward Pastor is presently engaged in, and I am 


informed has long been engaged in, the retail drug business 


in the Philadelphia, Pennsylvania, area where he resides. I 


A eee nen 


ata 


am informed that there are a chain of rastor's Pharmacies with 


which he is connected and that he also is active ina large 
mail order pharmaceutical business, one selling prescription 
drugs at cut rates to members of unions and other sizeable 


organizations. 


4. The instant indictment charges Mr. Pastor, in 

five counts, with purported criminal violations arising from 
transactions involving phentermine and phendimetrazine, 
neither of which were listed as controlled substances in any 
of the schedules found in 21 U.S.C. §812, as that section was 
enacted by the Congress. See 21 U.S.C.A. §812. Both of these 
substances are, I am informed, primarily weight reducing drugs. 
Each, however, was added to the schedules of controlled sub-~ 

| stances by action of the Attorney General in mid-1973, the 


Attorney General purportedly acting pursuant to authority con- 


tained in 21 U.S.C. §8ll. 


5. The Notice of Motion to which this affidavit is 
appended sets forth the various items of relief sought in this 
omnibus motion. Only those items that require factual support 
extrinsic to the indictment itself are considered in this 
affidavit, and so some of the items covered in the Notice of 
Motion - such as item 1.A. thereof - are not dealt with in this 


affidavit. vo 


- ~- Ornqnnectie ee 
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The Attorney General's Action 

In Classifying Phentermine and 
Phendimetrazine AS controlled Diugs 
(Item 1.B., Notice of Motion; 


Point II, Law Memorandum). 


6. Initially at a pre-trial conference held on 


September 22,1975, and then at a second such conference on 


October 15, 1975, the Court ordered the Government to turn 


over to defense counsel certain materials relied upon by the 


Attorney General in classifying the drugs phendimetrazine and 


phentermine. The deadline set by thr Court at the second 


such conference was November 1, 1975. 


7. Subsequent to that conference, defense counsel 
was notified by Assistant United States Attorney John Titbers, 
that we should communicate with Richard I. Lebovitz, EsSq-, 
of the Office of the Chief counsel of the Drug Enforcement 
Administration (formerly the Bureau of Narcotics and Dangerous 
Drugs), concerning the materials we desired. We indic2zced we 
would do so, to facilitate the United States Attorney's pro- 
duction, but that it was the prosecutor to whom we looked for 
such timely production. Thereafter, on October 17, i973. we 

(my associate at this law firm, Andrew R. Cooper and I) spoke 
by telephone with Mr. Lebovitz and specified the aforementioned 
materials. On the same date we sent a letter, a copy of which 


is appended as Exhibit "A" to this affidavit, to Mr. Lebovitz 


confirming our requests. 3 


or 
Po hore 
8. On or about November 21, 1975 -- some three weeks 


subsequent to the November 1, 1975 production deadline -- 
we were notified by the Government that materials were avail- 


able, and we received those items shortly thereafter. 


9. On or about December 9,1975 -- more than five 
weeks after the date for production, as set forth in confer- 
ence -- we were notifed by the Government that additional 


materials, covered by our request but not earlier delivered, 


were available. Those materials were delivered on December 
IZ, i3fS- 

10. On or about December 18, 1975 -- almost seven 
weeks after the deadline -- we were notified by the Government 


that still more materials earlier requested were available. 


We received those additional materials on December 19, E97o. 


Bats In a letter dated December 22, 1975 and received 
December 26, 1975, a copy of which is appended as Exhibit _— 
to this affidavit, Mr.Timbers stated "that the documents you 
received last Friday complete the DEA's response to your re- 
quest for documents that 1s incorporated in Mr. Cooper's 


October 17, 1975 letter to Mr. Lebovitz." 


12. In a telephone conversation, On OF about December 
24, 1975, Mr. Timbers asserted that we were in possession of 


all “relevant” documents requested. Upon Mr. Cooper's asking 


‘| 
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Mr.Timbers if there were any documents which he received 


from the Drug Enforcement Administration in compliance with 

our request, but that he did not turn over to us, even at that 
late date, he replied affirmatively. Mr. Timbers stated that 
certain materials prepared by Government agencies pursuant to 
our request of October 17, 1975 were not turned over, includ- 
ing, among other items, a bibliography irdexing certain scien- 
tific and related literature concerning phentermine. We do 

not understand this gamesmanship, and submit that it is un- 
worthy of the United States Government, and ask that the assist 


ant prosecutor be direcred to turn over all documents he ¢ce- 


ceived from the Drug Enforcement Administration. 


13. Except for approximately 1,000 pages of scientif- 
ic articles and related literature, (the indexing of which the 
prosecution has apparently withheld), we have read through 
all of the materials received from the Government totalling 
almost 3,800 pages. The remainder of this affidavit, except 


where otherwise indicated, is based upon these materials. 


14. On February 15, 1973, in a letter from Richard 
L. Seggel, Acting Assistant Secre-ary for Health to John E 
Ingersoll, Director of the Bureau of Narcotics and Dangerous 


Drugs (B.N.D.D.), the office of the Secretary of the Department 


of Health, Education and Welfare (H.E.W.) recommended that 


re 
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phendimetrazine and phentermine, among other drugs, be placed 
in Schedule III of the Controlled Substances Act. By notice 
dated May l, 1973 (hereinafter referred to as the “proposal 
date"), and appearing in the Federal Register, Volume 38, 
pages 12126 through 12130, appended as Exhibit "C" to this 
affidavit, John E. Ingersoll, as Director of B.N.D.D. proposed 


that phendimetrazine and phentermine be placed in Schedule III 


of the Controlled Substanc¢ Act. 


15. Apparently "no objections nor requests present- 
ing reasonable grounds for a hearing" (according to Mr. Inger- 
soll) concerning phendimetrazine were received and by order 


dated June 12, 1973, published in the Federal Register on June 


15, 1973, Volume 38, pages 15719 through 15722, and appended 
as Exhibit "D" to this affidavit, phendimettazine was placed 


in Schedule III. 


—————— ea 


16. An objection aii request for a hearing -- 
apparently deemed "reasonable" -- regarding the proposed order 
on phentermine was filed on May 21, 1973,and supplemented on 
June 1l, 1973, by Pennwalt Corporation. In light of those ob- 
jections and requests for a hearing, a final order controlling 
phentermine was not included in the June 12, 1973 order. 


See Exhibit "D". 


17. By order dated June 29, 1973 and appearing in 


the Federal Register on July 6, 1973, volume 38, pages 18013 


G 


Boe 
through 18015, appended as Exhibit "E" te this affidavit, an 


order was issued placing phentermine in Schedule IV in the 


interim before hearings could be held(and before a final order 


might be issued on the proposal to place phentermine in 


Schedule III). 


18. In the Federal Register of October 15, 1973, 


volume 38, page 28579, appended as Exhibit "F" to this affi- 


davit, notice was given that a hearing concerning the schedul- 


ing of phentermine would comr ence on October 31, 1973. Pre- 


hearing conferences were held on November 9 and December 10, 


1973. 


19. In a telephone conversation in early November, 


1975 with James M. Johnstone, Esq., attorney for pennwalt 


Corporation, we were informed that final hearings regarding the 


proposal to place phentermine in Schedule III were never held. 


We were further informed that pher.termine was continued in 


res 


Schedule Iv with the understanding that that placement would 


be evaluated over a period of approximately 18 months. 


20. Although (as above in q17), phentermine had 
ae 
become a Schedule IV controlled substance on July 6, 1973, and 
its scheduling had been proposed on May 1, 1973 (as above, in 


q14), after it became apparent that hearings on phentermine 


would be necessary, the B.N.D.D. began to prepare for those 
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hearings. In the course of those preparations, for the most 
part subsequent to the proposal for scheduling and even to 

the inclusion of the drug on Schedule IV, a great deal of 
purported evidence was amassed. The results of that effort 

are evidenced by the quantity of material we received concerning 
phentermine as Opposed to that received concerning phendimetra- 
zine. Out of close to 3,800 pages of material we received, 

some 600 pages relate to phendimetrazine and approximately 

3,200 pages relate to phentermine. In addition, as above, 

a great quantity of the material received is dated after the 


drugs were proposed for scheduling and even placed in the 


schedules in May, June and July 1973, up to and including November 


6, 1975. Therefore, these materials could nut have been con- 
sidered in deciding whether, or in which schedule, to place the 
drugs. There is also much material which, although dated be- 
fore the proposal and scheduling dates, was obviously not con- 
sidered until after the drugs were proposed to be scheduled, 

and even scheduled, sinceit was apparently received as a result 
of searches done after the order in preparation for the 
scheduled phentermine hearings. Approximately three-fourths of 
the phentermine materials and one-half of the phendimetrazine ma 
terials could not have been relied upon in proposing the drugs 


for scheduling. 


21. The materials received that could have been 


¥ 
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relied upon contain no index, and, for the most part, there is 


no indication as to when any of them was placed into the files 


of B.N.D.D. or the Drug EnforcementAdwinistration. There is noth 


to indicate what portion of these materials was actually relied 
upon in determining that the two drugs should be proposed for 


scheduling. 


22. Phendimetrazine -- the materials turned over 
relating to phendimetrazine were received in ten separate 
packets, all except #4 marked "Phendimetrazine" and all except 


#1] containing a general subject label on the first page: 


a. Packet #1 is unlabelled. Of the twenty- 
four documents in the packet, eight are dated 
after the proposal date for the drug. The re- 
maining data, for the most part. consists of cor- 
respondence and memoranda concerning some specif- 
ic instances of alleged phendimetrazine abuse 
and crime laboratory identification of the drug. 
Included are a memorandum, appended as Exhibit 
"Gc" to this affidavit, dated October 27, 1972, 
concluding that there is not sufficient informa- 
tion to control the drug and that there is very 
little street abuse, and recommending, among 
other things, that “if the drug must be scheduled 
now - add more weight to less important schedul- 
ing factors"; and anothe® memorandum, appended 
as Exhibit "H" to this affidavit, dated August 
28, 1972, reaching the same conclusion and recom- 
mendations, following a preliminary literature 
review. 


b. Packet #2 is labelled "Literature - 
Searches". It consists of two searches performed 
on March 10, 1975, by the National Library of 
Medicine's Remote - Access Retrieval Service, at 
the request if a Dr. gendzian. Only citations 
and very brief statements as to content are given. 
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c. Packet #3 is labelled "GFT". Approxi- 
itel three-fifths of the materials are dated 
after the proposal date. The remaining material 
consists of responses of Government agents to 
requests by superiors to legitimately obtain 

samples of phendimetrazine. 


d. Packet #4 is labelled"Anorectic Drugs, 


Greensboro, N.C. - GFT". Tt consists of the re- 
sults of two surveys, 


wy 


\ oth done after the pro- 
posal date. The first, requested on February 2l, 


1974 zeaards the abuse Of anorectics, and the 

second, requested on June 25, 973, regards in- 

vestigation and registration of firms handling 
jocu- 


anorectic drugs. Also included is a list of 
ments, prepared October 28, 1975 or later. 


e. Packet #5 is labeled “Patent”. It con- 
t ns two patent specifications, relating to the 
Production of } Tetrahy »-l, 4-Oxazines, 
and to the Prod ubstituted Tetrahydrooxa- 

ines t is not t how either of these 

specifications relates to phendimetrazine. 

f Packet #6 is labelled "Marketing Data". 
It contains a list of drug codes, prepares under 
the auspices of “Project Label", on De ember 9 
and 10, 1974. It also contains marketing data on 
numerous drugs, including samples of magazine 


advertising, which have no apparent relationship 


to the aquidelines set forth in 242i \ oats 81] {3 
a. Packet #7 is labelled " pliance"™. It 
consists of a progress report of a yrant to the Texas 


addition to some information about other drugs, two 
notations of investigations of phendimetrazine 
diversion in 1972. A duplicate of this report is 
found in phentermine packet #5, appa! ntly trans- 
mitted to B.N.D.D. along with other materials in 
June and July 1973. It is likely, therefore, that 
though the report is dated January 16; i973, i% was 
n 


ot received or considered before the proposal date. 


h. Packet #8 is labelled "Lab Reports, 
Ballistics Case Reports” Approximately one-third 
of the material is dated after the proposal and 
scheduling dates. It consists of reports of 
laboratory analyses 2f drugs, including phendi- 
metrazine, cbtained by various law enforcement 


a) 


03] 
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agencies. 


i. Packet #9 is labelled “Detection in 
body fluids". It con.ists of a scientific article 
published in a periodical dated June ,1975 

iP Packet #10 is labelleu "(Plegine, et Sie s” 
It consists of copies of notices published in the 
Federal Register, duplicates of much of the com- 


yliance material in packet #7, correspondence with 


"he 


Ayerst Laboratories, a manufacturer of phendi- 
metrazine, including a letter from Ayerst stating 
that it would not object to the proposed schedul- 
ing, and some additional documentation of specific 


instances of phendimetrazine abuse. 


23. Nowhere in the phendimetrazine materials is there 


ingle, specific finding concerning any of the eight factors 


contained in 21 U.S.C. §8ll(c). 


ing 
all 


24. Phent 
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ermine -- the materials turned over relat- 
to phenterminewere received in twenty-two separate packets, 
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except #1, 2, 17 and 18 marked "Phentermine' 


», and all ex- 
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#1, 2, 4, 5, 6 ard 17 containing a general subject label 


a. Packet #1 is unlabelled. All of the 
material is dated after the proposal date. It 
contains correspondence and uocuu.ents relating 
to the request of Pennwalt Corporation for a 
hearing regarding phentermine, and minutes of 
pre-hearing conferences, the cover page and rele- 
vant pages containing some of the Hearing Judge's | 
remarks appended as Exhibit"v" hereto. Included 


a | 


is a letter from Pennwalt, appended as Exhibit "I" 
to this affidavit, dated June 8, 1973, citing the 
following grounds on which Pennwalt objected to 
the findings made in the proposal to schedule 
phentermine: 


"1. The findings are erroneous as 
a matter of fact as not being in accord 
with the weight of <he scientific evi- 
dence available with respect to phentermine. 


// 


t itter ‘ £ law. 

"3. The Director, in the proposed 
scheduling for phentermine, and fen- 
fluramine, has 1iled > apply the a,- 

ropriate standard: for phentermine anda 

fenfluramine in determining their pro-~ 
posed schk luling.” 

b Packet #2 1s \ labelled. It 1s a ius 
sat of packet #1. 

Fo Packet #3 1 labelled “Con lancs ir’ 
Theft Reports”. Appr imatel e-halt f the 
material ls ited after the pro; 11 date. [It 
ontal the results of survey regarding the 
wvallabiilt and at e o! [onaml (the tr le 

ime under which Pennwalt market phentermine) 
onducted lI! ily~August, 19 i dat epte 
ber 10, 1973; result cE a imilarz Xt iate 
u 1, 1973; result of a irvey f heft dat 
requested June 3, 1974, ind dated ine 24, 1974 
a general rmational bull Lt etting up pr 
cedures t } llowed, 1 ied prior to the pr 
t 11 date ind possibly not rele int in that ult 
is identical t 3 me ra ‘ in packet #1 t 
phentermine materials, ic} t rece red 
til June 12, 19733 x lt f rveys : 
in June and ily, 1973, in response *% req ts 
to d ment phentermine a} e; a id f 
meeting held n September 5 197 t¢ 1 
ina the then existing drug § ea it pr jur 
opies of Federal Register notices and related 
i0c ents; a emorandum, appt ied as f aR ila" 
t this affidavit, dat January 10, 1973, dis- 
issing, ymong other things,thnerelativ: nan} ve 
jemands different scheduling would 1 re; anc 
the letter rom H WwW. rec ending scheduling 
with accompanying review material sent by H.E.W 
to B.N.D.D. The review material just refterre | 
consists of summary tables and bibliographies c 
piled by the Food and Drug Administration drug 
abuse staff on data relevant the al e poten 
tial of anorect drugs. 
d. Packet #4 is unlabelled. Approximate] 
ne-fifth of the material is dated after the 
posal date. It consists of memoranda and lett 
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documenting the extensive preparation and in- 
vestigation undertaken after the proposal to 
schedule phentermine was made and the need for 
hearings was realized; a memorandum, appended 

as Exhibit "K" to this affidavit, dated March 
13,1973, of a meeting to coordinate B.N.D.D.'s 
response to H.E.W.'s control recommendation of 
several anorectics, documenting several unwar- 
ranted and irrelevant considerations relied upon 
in scheduling those drugs; memoranda and related 
documents, appended as Exhibits "L" and "M" to 
this affidavit, dated in the autumn of 1972, 
documenting certain scientifc data collected, 
including reports that listed phente~inine as hav- 
ing a low abuse potential rating and creating 
only mild psychic dependence, and concluding 
either that documentation of the abuse of phenter- 
mine is wanting, Exhibit "L", or that a recommen- 
dation to control phentermine cannot be made, 
Exhibit "M"; and additional compliance lab re- 
ports and crime reports. 


e. Packet #5 is unlabelled. All of the 
material is dated after the proposal date. It 
consists of documentation of the extensive 
preparations being undertaken for the phentermine 
hearings. 


f. Packet #6 is unlabelled. It consists of 
correspondence with Pennwalt subsequent to the 
proposal date. 


g- Packet #7 is labelled "Synthesis". It 
consists of a report on the chemistry of phenter- 
mine prepared on October 25, 1973, and reprints 
of scientific materials apparently attached to 
that report. 


h. Packet #8 is labe’ led "GFT". It contains 
compliance reports, all dated in 1974. 


i. Packet #9 is labelled "Marketing Data". 
It consists of a list of drug codes, prepared under 
the auspices of "Project Label", on December 9 and 
10, 1974. It also contains other ma~keting data, 
including copies of actual labels of phentermine 
as it is marketed. 3 
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j- Packet #10 is labelled "FDA inhouse 

Philosophy of Control". It consists of internal 
memoranda within the Department of Health, Edu- 
cation and Welfare. There is no indication that 
any of this material was ever transmitted to or 
received by B.N.D.D. Included is a memorandum, 
appended as Exhibit "N" to this affidavit, dated 
December 20, 1972, explaining the insufficiency 
of the guidelines established by Congress in 21 
U.S.C. §8ll(c). 


k. Packet #11 is labelled “Dawn Data". It 
consists of a report, dated May 7, 1974, “prepared 
by the Project Dawn Scientific Investigators re- 
garding selected drug substances." 


1. Packet #12 is labelled "Federal Register 
Notices". It consists of Federal Register notices, 
indexed on November 6, 1975. 


m. Packet #13 is labelled “(Ionamin, Wilpo)". 
Approximately three-fifths of the material is 
dated after the proposal date. The post-proposal 
date material includes responses to surveys request- 
ing information, memoranda dated July 24, 1973 and 
August 16, 1973 detailing efforts to contact drug 
dependence treatment centers, and correspondence 
with Pennwalt Corporation. The pre-proposal date 
material includes reports of phentermine abuse and 
crime statistics, and the same letter and review 
materials from H.E.W. contained in packet #3. 


n. Packet #14 is labelled “Recommendation of 
SEC. of HEW Schedule III 2/15/73". It contains 
the same letter and review materials from H.E.W. 
contained in packets #3 and #13. 


oO. Packet #15 is labelled "Compliance Survey 
Theft Reports". The reports were indexed on November 
6, 1975 and all but one were received after the pro- 
posal date. 


p- Packet #16 is labelled "Lab Analysis & 
Bailistics Case Reports". Approximately four-fifths 
of the material is dated after the proposal date. 

It consists largely of computer printouts, processed 
on July 25, November 6 and December 7, 1973 and 
January 11, 1974, of past laboratory analyses relat- 
ing to phentermine. The pre-proposal da‘. materials 
contain a few instances of reports by law enforce- 
ment agencies of cases involving phentermine. 


i) 


Ada 


q. Packet #17 is unlabelled. With the possible 
exception of one page out of approximately 250, all 
of the materials are dated or apparently received 
after the proposal date. They relate to information 
concerning the possibility of phentermine abuse in 
West Germany, including by members of the United 
States military. 


r. Packet #18 is labelled “References/ 
miscellaneous". It consists of copies of scientific 
articles,some of which relate directly to phenter- 
mine, some indirectly, and others not at all. The 
list of references include articles published as 
recently as May, 1975. The more recent articles are 
not all collected at the beginning or end of the 
packet, but are interpersed throughout. 


s. Packet #19 is labelled "Literature Searches". | 
It consists of two bibliographical citation lists of 
scientific articles compiled by the National Library 


of Medicine's Remote - Access Retrieval Service on 
March 10, 1975 in response to a request by Dr. 
Zendzian. Also included is a list of references 


to phentermine in Chemical Abstracts, apparently 
accumulated in a literature search done in August 
1972, but without any explanatory remarks. 


t. Packet #20 is labelled "Literature A-E". 
st consists merely of a bibliography of scientific 
articles apparently relating to phentermine and 
other anorectic drugs, including references to 
articles published after the proposal date. None 
of the articles referred to are reprinted. 


u. Packets #21, #22 and #23 are labelled 
"Literature F-L", “Literature M-P", and “Literature 
R-zZ", respectively. They consist of copies of 
scientific articles apparently relating to phenter- 
mine and other anorectic drugs. of the seventy-two 
articles reprinted, about one-fifth were published 
after the proposal date. The remaining date back 
as far as 1940. The articles published after the 
proposal date are interspersed throughout the 


materials. “=i 
13 
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25. Nowhere in the phentermine materials is there 


a single, specific finding concerning any of the eight factors 


contained in 21 U.S.C. §81l1l(c) 


The Lack of Venue In the Southern 
District of New york (Item Y - 
Notice of Motion). 


notice Yt ooo 


26. Ina pre-trial conference on October 15, 1975, 
the Court indicated that our lack if venue contention probably 


could not be decided in advance of trial. 


27. Pursuant to that indication, and though the 
issue is included in the Notice of Motion to ensure its pre- 
servation, no legal argument is included in the Law Memorandum; 
we submit most respectfully that the Court should reserve de- 


cision at this time on this venue point. 


Suppression of Pastor's Statements 
For Violation Of His Constitutional 
Rights (Item 3, Notice of Motion; 
Point III, Law Memorandum) . 


28. Appended hereto as Exhibits "Oo" and "Pp" are the 


* Sheer bulk inhibits the physical annexation to this affi- 
davit of the multiple packets of phendimetrazine and phentermine 


materials received from the Drug Enforcement Administration. 
At the argument of this omnibus motion, the material will be 


tendered to the Court. For purposes of this motion we re- 
spectfully request that they bt deemed part of the motion 
papers. IL 
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reports of Drug Enforcement Agent V. 1a of his interviews with 


Edward Pastor on December 9th, 1974 and February 26th, 1975 


A purported -- but woefully incomplete -- 


respectively. 


transcript of the February 26, 1975 interview is appended 


as Exhibit "Q". As will be seen from the Vigna summary, the 


December 9th, 1974 interview was conducted after Pastor had 


been subpoenaed to appear before a grand jury but had tele- 


phoned to indicate that he was entering the hospital on December 


10, 1974. 


29. Although both of Vigna's interview summaries 


allege that "Vigna ... advised EDWARD PASTOR of his rights," 

I am informed that he, Edward Pastor, has no recollection of 
having received such advice and that his belief is that no 

such advice was given in the course of either interview. I 
note from my reading of the transcript of the February 26, 1975 
interview that not only does it, as incomplete as it is, 

cover far broader ground than is indicated in the Vigna report 
(suggesting some highly subjective choices by Vigna in terms 

of what to report and what not to report), but there is not 

a word in that transcript seemingly reflective of any warning, 
or acvrice to Pastor of his rights, or of any waiver by Pastor 
of those rights. Moreover, there is no accounting for the lack 


of a transcript of the December 9, 1974 interview. 


30. Appended hereto as Exhibits "R" and "S" are 


letters (dated September 25, 1975 and November 6, 1975) re- 
47 


ceived by counsel from Dr. Gaddo Onesti, Professor of Medicine 
at the Hahnemann Medical College and Hospital, and the 

specialist treating Mr. Pastor for his extremely serious heart 
condition. These letters not only reveal the severity of that 


ailment, but show that Mr. Pastor has been under daily sedation 


since October 1972, and hence was under such sedativn at the 


time of the two interviews conducted by Agent Vigna As Dr. 


Onesti notes, the combination of these drugs "result very 

frequently in loss of mental alertness, drowsiness, disorienta- 

tion and mental confusion." Possibly because of these ictors 

-- or quite possibly because, in fact, no warnings had been 
given -- I am satisfied from my own conversations with M~ 


Pastor that there was no knowledgeable waiver on his part of 


his Constitutional rights at the time of his interviews by the 
i 

| federal agent. 

| 31. I further understand that Mr. Pastor, as someone 
engaged in the lawful retailing of drugs in the Philadelphia 

| area, when requested by an agent of the Drug Enforcement 


| Administration to appear for an interview believed he had no 
practical choicg but to appear and to submit to questioninc. 
| I am advised that Mr. Pastor appeared without counsel, and 
without seeking the advice of counsel, in each instance. As 
more fully considered in tne accompanying Law Memorandum, we 
respectfully submit that the use on trial of Mr. Pastor's 


statements would be improper, these interviews having been con- 
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ducted in derogation of his Constitutional rights and without 


any knowledgeable or intelligent waiver of them; we further 
submit that at such hearing as this Court may order, under 

the circumstances the Government will not be able to establish 
any knowledgeable or intelligent waiver by Mr. Pastor of his 
Constitutional rights. 


Brady Materials (Item 4, Notice of 
Motion; Point IV, Law Memorandum) - 


32. After meeting informally with the Assistant 
United States Attorney to whom this case is assigned, under 
date of September 26, 1975 I wrote to that prosecutor request~ 
ing that the Government make discovery materials, including 
Brady materials, available to the defense without the need for 
any formal motion. Appended hereto as Exhibit "TT" is a cOpy 
of the response we received from the United States Attorney's 
office; we particularly call the Court's attention to the first 
two paragraphs of the second page thereof in connection with 
Brady materials. Because the Government has not yet made any 
svch items available, this formal motion for them has been 
made, and the legal grounds have been developed in the Memo- 


randum of Law submitted herewith.* 


* Item 5 of the Notice of Motion, dealing with discovery, 
requires no extrinsic factual support. 
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The Request for a Bill of Particu- 
lars (Item 6, Notice of Motion). ___ 
33. The Government has voluntarily provided a Bill 
of Particulars in this case, which we received on Nc iber 20, 
1975. The items requested in the Notice of Motion cover par- 
ticulars not provided in the Bill of Particulars already re- 


ceivec. 


The Production of Electronic Eaves- 
dropping and Mail Surveillance Data 
(Item 7, Notice of Mvtion, Point 

V_Law Memorandum). 


34. In a letter dated Septembe: 22, 1975, appended 


Mere 


hereto as Exhibit u", Mr. Timbers states: 


“During our discussion I informed you that 
the Government did not utilize any electronic 
survéillance or wiretap in connection with 
this case. In addition, I undertook to de- 


termine whether the Drug Enforcement Admini- 
stration or United States Attorney's Offices 
in Manhattan or Philadelphia, Pennsylvania 

have used electronic surveillance or wiretap 


on your clients in any connection; ... 


35. We have not been advised of the results of Mr. 
Timbers' undertaking with respect to the Drug Enforcement 
Administration or the United States Attorney's Offices in 
Manhattan or Philadelphia. Neither have we bcen advised as to 


any mail or correspondence interception by the Government or 


any of its agencies.* 


* Item 8 of the Notice of Motion, considering a witness list, 


requires no extrinsic factual support. Lo 
* 


Continuance Because ef Edward 
Pastor's Health (Item 9, Notice 
of Motion; Point VI, Law Memorandum). 


36. As earlier stated, we have appended hereto 


as Exhibits "R" and "S" two letters received from Dr. Gaddo 


d Pastor for his grave 


Onesti, the specialist treating Edwar 


heart ailments. 
ce From my Own personal observations, premised 


upon several conferences with Edward Pastor, I add my own seri- 


ous doubts as to hic ability to assist effectively in his own 


defense. Apparently because of the medication that he is and 


has been taking, Mr. Pastor has appeared to me to be less than 


alert, and with less than the normal ability to recall, with- 


out confusion, past events. 
38. No previous apf lication has been made for the 


relief sought herein, other than that, informally, at a con- 


ference with the Court and the prosecutor some jiscovery ques~ 


tions had been discussed and discovery had been unsuccessfully 


sought at that time of statements purportedly made by Pastor 


to alleged co-conspirators. 
WHEREFORE, it is respectfully submitted that the 


relief sought herein be granted, together with such other 


relief as this Court may deem just and proper. 


Sworn to before me this 
2nd day of January,1976 


Sel fp ey 


FVELYN KAY 
Notary Feet 
hg re F ae Si to of New Yort 
“C3220 OS In Queens Co 
aires March 30, o7r- 


RICHARD H. KUIl 


Q/ 


RODENT N COOPERMAN 


ROBERT E.GOLOMAN 
RICHANO H. KUM 
JACK 8. LEVITT 
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October 17, 1975 vevex:<eces 


Richard Ira Lebovitz, Esq. 
Room 1203F 

Office of Chief Counsel 
D.E.A. 

1405 "I" Street, N.W. 
Washington, D.C. 20537 


Re: United States v. Pastor and 


W e ine xy 


Dear Mr. Lebovitz: 


It was a pleasure for Richard H. Kuh 
and me to speak with you this afternoon. This letter 
will confirm the requests we made to you at that time. 
As we stated, these requests are made pursuant to (i) 
a conference held before the Honorable Constance B. 
Motley, and (ii) The Freedom Information Act. : 


The items which we request, in all respects, 
refer to the drugs phendimetrazine and phentermine. 
They are as follows: 


1. The Attorney General's request, if any, 
to the Secretary of Health, Education and Welfare, is 
a scientific and medical evaluation, and recommendations 
as to whether each drug or substance should be controlle 


yooct. vi 
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2. The report of the Secretary of Health, 
Educetion and Welfare, and any accompanying documen- 
tation. 


a. All underlying data on which that 
-.port was based, including, but not limited to: 


(i) any reports of advisory or 
other designated committees, used, relied upon, 
prepared for, or presented to the Secretary or his 
designee, and accompanying documentation; 


(ii) reports or materials presented 
by drug companies or other interested parties, and 
accompanying documentation; 

(iii) any and all findings made and 
materials relied upon as to each of the following 


considerations: 


s ; ! 
(1) the drugs actual or 
relative potential for abuse; 


(2) scientific evidence of 
its pharmacological effect, if known; 


(3) the state of current 
scientific knowledge regarding the drug; 


(4) its history and current 
pattern of abuse; 


(5) the scope, duration and 
significance of abuse, 


(6) what, if any, risk there 
is to the public health; 


(7) its psychic or psychological 


dependence liability; 


SHAPIRO, GOLDMAN, COO 
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hether 


(8) Ww the substance 
diate precursor of a substance already 
control led, 


is an im 


ngs and 


iterials relied upon as to tne items enumerated in 
21 U.S.C. § 812 (b)(3) and (4), respectively; 


in 


all factors cons 


a | - 1 
lgerea 


recommending the appro; te schedule on which to 
place each drug; 


(vi) any otner ater il L l1ltted 
by the Secretary to the Attorney General. 
2 , ; ene it sag Sil ee cams » Pe eee 
Je n and all reports, evidence, or otner 
matartiale « mitted tc th ttorney General 
nateriaisS Submittec CO the cCcOoOrney General. 
Ll derlying data on which those 
reports, evidence Or materiais -e based; 

D. Any and all indings ide and iterials 
relied upon Dy tne Attorney General as to each of the 
considerations enumerated in <4.a., lll, (L)througn(o), 
inclusive, above. 

; A — a ¢ " Cc _ _ - 
4, AnNY and all notices ol rele int p [ osals 
and rules that were made, including, but not limited to 


a, Publication 


dates; 


b. Inclusior 


dates; 


in 


in tne Federal Reg 


other Gov 


ister, 


publications, 


KU44, SHAPIRO, GOLOMAN, coo: iMAN & LEVITT, P.C. 


56 
. Richard Ira Lebovitz, Esq. October 17, 1975 
page four 


ce. Notices to the Trade in any other form, 
with dates. 


5. With respect to phendimetrazine, the follow- 


ing materials reviewed by the Bureau of Narcotics and Dangerous 
Drugs, as stated at 38 Federal Register, 12,126-12,127: 

a. Material referred to in, and attached 
to, the letter from Richard L. Seggel tc John E. Ingerso ll; 


b. Material submitted to the Food and Drug 
Admi istration in connection with new drug applications, 
including those applications; 

Cc. “ublication of scientific and medical 
literature from the United States and other nations; 


d. Selected investigatory files compiled 
for law enforcement purposes by the Bureau and other law 
enforcement agencies; 


(i) the names of any such agencies. 


e. The legislative history of the Controlled 
Substances Act. 


6. With respect to phentermine, the following 
materials reviewed by the Bureau of Narcotics and Dangerous 
Drugs, as stated at 38 Federal Register, 12 ,127-12,129: 


a. same as 5.a., above, through 5.e., above. 


7. Any and all comments or objections, and 
supplements thereto, to the proposed rules which were 
received, and any and all responses or actions taken as a 
result. 
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December 22, 1975 RE 


Richard H. Kuh, Esq. } 
Kuh, Shapiro, Goldman, Cooperman & Levitt, P.C. 
800 Third Avenue 
New York, New York 10022 


faa: 

Re: United States v. Pastor and Weiner cae 
75 Cr. 753 (CBM) his 

Sa 


Kuh: 


Dear Mx. 


I wmderstand through Andrew Cooper, Esq. of your 
office that last Friday you received copies of Drug Enforce- 
ment Administration ("D.E.A.") orders, hearing transcripts 


and CFR Notices concerning the 1975 rescheduling of phenter- fe 3s 
mine, These materials were recently forwarded to me by the Pies 
D.E.4. as supplements to documents previow ly produced in ee 
this case. — 
{ 
I understand from Richard Lebovitz, Esq. of the 
D.E.A. Office of Chief Counsel, that the documents you : 
received last Friday complete the D.E.A.'s response to your 
request for documents that is incorporated in Mr. Cooper's 
October 17, 1975 letter to Mv. Lebovitz. 
Very truly yours, | 
b .- 
. 
THOMAS J. CAHILL 
United States Attorney ee 
ie 


nae taal ate 
By : | - ha Jun x cs ' 
JOHN TIMBERS ' 
Assistant United States Attorney : 
Telephone: (212) 791-1984 


ec: Honorable Constance Baker Motley “ 
United States District Judge ben 
United States Courthouse + 
Foley Square phe 
New York, New York 10007 py 
bs. 
W. Donald Sparks, Esq. pe ¢ 
eGo 


Legal Arts Building 
Front and Lemon Streets 
Media, Pennsylvanie 19063 


FEDERAL REGISTER, 


{ 21 CFR Part 308 } 


SCHEDULES OF CONTROLLED 
- SUBSTANCES 


Proposed Placement of Phendimetrazine 
in Schedule Hl 


On February 15, 1973, the Acting As- 
sistant Secretary for Health. on behalf 
of the Seeretary of Health, Education 
and Welfare, sent the following letter to 


the Director of the Bureau of Narcotics 
and Dangerous Drugs: 


DEPARTMENT OF HEALTH, EDUCATION, AND 
WELFARE 


OFFICE OF THE SECRETARY 
Washington, D.C. 20201 


- Penxvany 15, 1973. 

JouN E. INGERSOLL, 

Director, Bureau of Narcotics and Dangerous 
Drugs, eMpartment of Justice, 1405 I 
Street NW., Washington, D.C. 20537 
Dear Mr. INcersott’ The Food ard Drug 

Administration bas recently completed 4 

review of all drugs cvrreitly marketed or 

proposed for marketin che United States 
for the treatment of ovesity. The marketed 
drugs include three substances already con- 
trolled under schedule II of the Controlled 
Substances Act, amphetamine, metham- 
phetamine, and phenmetrazine. The review 
also included drugs currently not controlled 
under any schedule, the marketed Cruys, 
diethylpropion, benzphetamine, phendimet- 
razine, phentermine, and chlorphentermine, 
and the investigational substances, clorter- 
mine, mazindol, and fenfluramine. New drug 
applications haye been submitted to the 

Food and Druy Administration for the lat- 

ter three drugs, and approval ts peading. 

Review of datn revenis that these drugs 
produce approximately the same degrce of 
therapeutic effects in man es currently 
scheduled anorectics, as adjuncts In weight 
reduction in the obese. The review indicated 
that the drucs are also comparable in other 
ways to scheduled anorectics: 

8s. They are all closely related chemically, 
with the exception of maztndol. 

b. Their pharmacolo,;ical profiles are 
closely similar, except for certain aspects of 
the prc dle of fenfluramine. 

¢. Documentation of actual abuse or pro- 
duction of dependence tn humans is ir- 
regular, but does exist for certain of the 
unscheduled anorectics. The skiinpy docu- 
mentation of abuse of these drugs appears 
due to the fortuttous nature of reports as 
currently obtained and to the past easy 
availability of cheaper and more potent 
stimulants, rather than to Intrinsic lack of 
abuse potential. 

d. We note the conclusions ana recom- 
mendations -of the WHO Expert Committee 
on Drug Dependence that these drugs either 
be subject to control or by analowy are simli- 
lar t druzs recommended ‘or control. 

e. Certain spectalized testing of fendura- 
mine sugcests that the abuse potential of 
fenfluramine is of a lower order of magni- 
tude than that of the other drugs under 
consideratiun. 

We, therefore, conclude that all the above- 
DaAMec drugs possess abuse potential and 
potential for producing drug dependence, 
and are so informing you a5 required under 
the provisions of section 201(f) of the Con- 
trolled Substances Act. As provided for by 
section 201(a), we further request that the 
Altorn General issue rules adding the 
above drugs to the schedules o. the Con- 
trolied Substances Act, and recommend that 
the schedule for all drugs but fenfluramine 
be schedule ILI, fentluramine appearing 
more approprintely controlied under the 
provisions of schedule IV. 


FEDERAL REGLUSTER 


VOL. 38, NO. 69—WEONESDAY, MAY 9, 1973 


We attach revicw material assembied by 
reviewing pharmnacoleeista within the Food 
and Drug Administration for tts possible 
utility to you, end as a bass for further 
discussion after your sctentists have re- 
viewed our recommendations and request. 


Sincerely, 
Riciaro L. Seacrr, 
Acting Assistant Secretary 
for Heaith. 


Upon receipt of this letter, the Bureau 
undertook a review of the .rllowing: (1) 


Materiais submitted to BNWD by the ve- 
partment of Health, Education, and Wel- 
fare with the letter of February 15, 1973: 
(2) materials submitted to the Food and 
Drug Acministration in connection with 
new drug applications on these drugs; 
(3) published scientific and medical liter- 
ature from the United States and other 
nations regarding these drugs; (4) se- 
lected investigatory files compiled for 
law enforcement purposes by the Bureau 
and another law enforcement agency; 
and (5) the legislative history of the 
Controlled Substances Act 

The results of this review can be sum- 
marized as follows: 

(1) Phendimetrazine is chemically 
similar to and related to the other 
anorectic drugs being proposed for con- 
trol, and to amphetamine, methamphet- 
amine, and phenmetrazine, substances 
currently listed in schedule II. 

(2) Phendimetrazine has a pharma- 
cological profile which is similar to the 
other anorectic druss being proposed for 
control and to amphetamine, metham- 
phetamine, and phenmetrazine. This 
general similarity suggests that all of 
these drugs may be reasonably substt- 
tuted for each other for therapeutic or 
abuse purposs 

(3) Phendimetrazine is covered by a 
new drug application approved by the 
Food and Drug Administration for use 
in treatment of obesity. 

(4) Products containing benznheta- 
mine, chlorphentermine, diethylpropion, 
phendimetrazine, or phentermine have 
been marketed in the United States for 
several years. In the last 6 months, cer- 
tain of these products have been re- 
ported as the subject of thefts, diversion, 
Ulicit sales, and use. Quantitatively, 
this data does nov suggest a widespread 
problem at the present time; qualita- 
tively, the data indicates a trend to sub- 
stitute these products for amphetamine 
and methamphetamine preparations in 
abuse circles. ‘his reinforces the belief 
that abuse of the pharmnacolozically sim- 
jlar drugs will increase as the amphcta- 
mines and methamphetamine become 
less and less available. 

(5) The legislative history of the Con- 
trolled Substances Act makes clear that 
the Bureau is to schedule drugs based 
upon their potential for abuse, and 
“should not be required to wait until a 
number of lives have been destroyed or 
substantial problems have arisen before 
designating a drug as subiect to con- 
trols.” «Comprenrive Drug Abuse Preven- 
tion and Control Act of 1970, H. Rept. 
91-1444 (pt. 1), p. 35, Sept. 10, 1970.) 
Discussing factors used to measure poten- 
tial for abuse, the report quotes from the 
resulations issued under the Drus Abuse 
Control Amendments of 1965 (id. at p. 
34): 


whe Director MAY AMET seme & een 
stance has & potential for avuse because of 
e stta depressant or atimulant effect on the 
“central nervous system or tts haliucinugenic 
ar —— ts evidence that individuals are 
tuking the drug or drugs containing such @ 
substance In amounts suiMcitent to create & 
hazard to thelr health or to the safety of 

other individuals of the community; oF 


"(2) There is sisnificant diversion of the 
drug or drugs containing such ®& substance 
from levitimate drug channels, oF 

(3) Individuals are taking the drug or 
drugs containing such a substance oo their 
own initiative rather than on the basis of 
medical advice from a practitioner licensed 
by law to administer such drugs in the 
course of his professional practice.” 


The House report goes on to say (id. 
atp. 35): 

“In speaking of ‘substantial’ poten#ial [for 
abuse] the term ‘substantiai’ means more 
than a mere scintilln of tsolated abuse, but 
less than a preponderance. Therefore, docu- 
mentation that, say, severel hundred thou- 
sand dosage units of a drug have been di- 
verted would be ‘substantial’ evidence of 
abuse despite the fnct that tens of millions 
of dosage units of that drug are legitimately 
used in the same time period.” 


The Director has concluded from this 
review of the current situation that con- 
trol of all anorectic drugs is desirable 
at this time to insure that they will not 
become widely abused. This scheduling 
will fulfill the congressional mandate to 
act before substaniial problems have 
arisen. 

Based upon the fivestigations and re- 
view of the Bureau of Narcotics and 
Dangerous Drugs and upon the scien- 
tific and medical evaluation and recom- 
mendation of the Secretary of Health, 
Education, and Welfare, received pur- 
suant to sections 201 (a) and (b) of the 
Comprehensive Drug Abuse Prevention 
and Control Act of 1970 (21 U.S.C. 811 
(a), (b)), the Director of the Bureau 
of Narcotics and Dangerous Drugs finds 
that: 

1, Based on information now available, 
phendimetrazine has a potential for 
abuse less than the drugs or other sub- 
stances currently listed in schedule IT. 
Althouch chemically and pharmacologi- 
cally this drug is closely related to the 
other anorectic drugs being proposed 
for control and to the stimulants now 
listed in schedule IT, present data re- 
garding excessive usage, diversion? illicit 
sales, and abuse of phendimetrazine is 
not substantial enough to warrant a find- 
ing that it has a potential for abuse 
equal to the stimulants in schedule I. 

2. Phendimetrazine has a currently 
accepted medical use in treatment in the 
United States. 

3. Abuse of phendimetrazine may lead 
to high psychological dependence. 

Therefore, under the authority vested 
in the Attorney General by section 
201(a) of the Comprehensive Drug Abuse 
Prevention and “ontro! Act of 1970 (21 
U.S.C. 811(n)), and delegated to the Di- 
rector of the Bureau of Narcotics and 
Dangerous Drugs by § 0.100 of title 28 
of the Code of Federal Remuilations, the 
Director proposes that § 306.13 of title 
21 of the Code of Federal Regulations be 
amended to read: 


§ 308.13) Schedule TL. 


(b) Stimulants —Uniless specifically 
‘cepted o: unless listed In another 
schedule, any material, compound, mix- 
ture, or preparation which contains any 


« 


a 


quantity of the following substances hav- 
ing a stimulant eifect on the central 
nervots sysiem, including its salts, ko- 
mers (whether optical, position, or geo- 
metric), and salts of such isomers when- 
ever the existence of such salts, isomers, 
and salts of isomers is possible within 
the specific chemical designation: 


(1) Those compounds, mixtures, or 
preparations in dosace unit form 
containing any atimulant substances 
listed In schedule II which com- 
pounds, mixturer, or preparations 
were listed on Aurcust 25. 1971, as ex- 
cepted compounds wnder £ 308 32, 
and any other drug of the quantita- 
tive composition shown tn that list 
for those drugs or which Is the same 
except that it contains a lesser 


quantity of controlled substances... 1405 
(2) Phendimetrazine... ...........-.- 1620 
* o . + . 


Conferences have been held between 
the Bureau and the Ayerst Laboratories 
Divisiun of the American Home Products 
Corp., the largest manufacturer of 
phendimetrazine in the United States 
and the only firm with a new drug ap- 
plication for phendimetrazine approved 
by the Food and Drug Administration. 
Ayerst Laboratories has fully cooperated 
with the Bureau and has consented to 
the placement of phendimetrazine in 
schedule III to insure that it does not 
become subject to abuse in the future. 

Ali other interested persons are in- 
vited to submit thei: comments or ob- 
jections in writing regarding this pro- 
posal. These comments or objections 
should state with particularity the issues 
concerning which the person desires to 
be heard. Comments and _ objections 
should be submitted in quintuplicate to 
the Hearing Clerk, Office of Chief Coun- 
sel, Bureau of Narcotics and Dangerous 
Drugs, Department of Justice, room 611, 
1405 I Street NW., Washington, D.C. 
20537, and must be received no later 
than June 7, 1973. 

In the event that an interested party 
submits objections to this proposal 
which present reasonable grounds for 
this rule not to be finalized and requests 
a hearing in accordance with 21 CFR 
308.45, the party will be notified by reg- 
istered mail that a hearing on these ob- 
jections will be held at 10 a.m. on 
June 11, 1973, in room 1210, 1465 I 
Strect. NW., Washington, D.C. 20537. If 
objections submitted do not present such 
reasonable grounds, the party will be so 
advised by registered mail. 

If no objections presenting reasonable 
grounds for a hearing on the proposal 
are received within the time limitations, 
and all interested partics waive or are 
deemed to waive their opportunity for 
the hearing or to participate in the hear- 
ing, the Director may cancel the hearing 
and, after giving consideration to written 
comments, issue his final order pursuant 
to 21 CFR $308.4€ without a hearing. 


Dated May 1, 1973. 
Joun E. INGERSOLL, 
Director, bureau of Narcotics 
and Dangerous Drugs. 
[FT Doc.73-9060 Piled § 8-73:8:45 arn | 
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[ 21 CFR Part 308 ] 


SCHEDULES OF CONTROLLED 
SUUSTANCES 


Proposed Placement of Phentermine in 
Schedule Il 


On February 15, 1973, the Acting As- 
sistant Seeretory for Health, on behalf 
of the Secretary of Health, Education, 
and Welfare, sent the following lette rto 
the Director of the Bureau of Narcotics 
and Dangerous Drugs: 

DEPARTMENT OF IIrattit, EDUCATION, AND 

WELFARE 


OFFICE OF TIE SECRETARY 
Washington, D.C. 20201 


Feervary 15, 1973. 
Jouw E. Incrnsou., 
Dircetor, Rurcau of Narcotics and Dangerous 
Drugs, Department of Justice, 1405 I 
Strect NW.,, Washington, D.C. 20537 


Dran Mr. INcersoun: The Food and Drug 
Administration has recently completed a re- 
View of all drugs currently marke ted or pro- 
posed for marketing in the United States for 
the treatment of obesity. The marketed drues 
Include three substances already controlled 
under schedule If of the Controlled Sub- 
Stances Act, amphetamine, methampticta- 


nune. and phenmetravine. The review also ine 
cluded drugs currently not controlled under 
ny schedule, the marketed drugs, diethyl- 


propion, benzphetamine, phendimetrazine, 
phentermine, and chlorphentermine, and the 
investigational substances, clortermine, 
mozindol, and fenflura:nine. New drug Apphie 
ations have been submitted to the Food and 
Drug Administration for the latter three 
drucs, and approval is pending, 

Review of data reveals that these drugs 
produce approximately the same degree of 
therapeutic effects in man as currentiy 
scheduled anorectics, as adjun in weight 
Teduction in the obese. The review indicated 
that the drugs are also comparable in other 
ways to scheduled anorectics: 

a. They are all closely related chemically, 
with the exception of mazindol. 

b. Their pharmacolorical profiles are 
closely similar, except for certain aspects of 
the profile of fenfluramine, 

ce. Documentation of actual abu e or pro- 
duction of dependence in humans is irregular, 
but does exist for certain of the unscheduled 


anorectics, The skimpy documentatto of 
abuse of these drucs appears de the 
fortultous nature of reports as curren ob- 
tained and to the past easy aval ty of 


cheaper and more potent stimul ints, rather 
than to Intrinsic lack of abuse potential 

d. We note the conclusions and recom. 
mendations of the WHO Expert Committee on 
Drug Dependence that there drugs either be 
subject to control or by analoyy are similar 
to drugs recommended fur control. 

e. Certain specialized testing of fen. 
fluramine sryyresis that the abuse potential 
of fentluramine ts of a lower order of magni- 
tude than that of the other drugs under 
consideration. 

Ve, therefore, conclude that nll the above 
named drucs possess abuce potential and 
potential for producing drug dependence, 
and are so informing you as required under 
the provisions of seciton 201(f) of the Con- 
trolled Substances Act. As provided for by 
section 2O0l{a), we further r “uect that the 
Attorney General issue miles adding the 
above driys to the schedules of the Cone 
trolled buls.tances Ax t, and recommend thit 
the schedule for all adrups but fenfluramine 
be schedule LIL, fentturaimine Appearing more 
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appropriately controned under the provisions 
Of schedule 1V 
We ateach review matertal assembled by 
Feviewine pharmac T'S Within the Pood 
and Drug Admini tration for its possible 
ty to you, and as a b. is for further dis. 
cussion after your Clentists have reviewed 
our recommendations and request. 
Sincerely, 


Ricitarn L Sreccet., 
Acting Assistant Secretary 
for Heaith. 


Upon receipt of this letter, the Bureau 
laecrtook a review of the following: (1) 
Aterials submitted to BNDD oy the De- 
partment of Health, Fducation, and Wel- 
fare with the Ir tter of February 15, 1973; 
(2) materials submitted to the ood and 
Drug Ad imistration in connection with 
new drug applications on these drugs: 
(3) published sci ntific and medical lit- 
erature from the United States and other 
nations rerardi these drums: (4) se- 
lected inve: igatory files compiled for law 
entorcement purposes by the Bureat and 
another law enforcement agency; and 
(5) the leci lative history of he Con- 
trolled Substances Act. 

The results of this review can be sum- 
marized as follows: 

(1) Phentermine is chemically simila- 
to and related to the other anorectic 
drugs being Proposed for co trol, and to 
“amphetamine, methamphetamine, and 
phenmetrazine, substances currently 
listed in schedule II. 

(2) -hentermine has & pharmacologi- 
cal profile which is Similar to the other 
anorectic drugs being proposed for con- 
trol and to amphetamine, nethamphet- 
amine, and phenmetra e. This ceneral 
Similarity suggests that all of these drugs 
may be reasonably Substituted for cach 
other for therapeutic or abuse purposes. 

(3) Phentei mine IS covered by a new 
drug application approved by the Food 
and Drug Administration for use in treat- 
ment of obesity. 

(4) Products containing benzpheta- 
mine, chlorphe ntermine, diethylpropion, 
phendimetrazine, or phentermine have 
been marketed in the United States for 
several years. In the last 6 months. cer- 
tain of these products have been reported 
as the subject of thefts, diversion. illicit 
Sales, and abuse Quaniitatiy ely, this data 
does not sugece La widespread Problem at 
the present time; qu litatively, the data 
Indicates a trend to Substitute these prod- 
ucts for amphet imine and methamphet- 
amine preparations in abuse circles This 
reinforces the belief that abuse of the 
pharmacolorically similar drugs will in- 


crease as the canphetamines and meth- 
amphetamine become less and less avail- 
able. , 

(5) The lesislative his tory of the Con- 
trolled Substances Act makes clear that 
the Bureau is to schedule drugs 
upon their potential for abuse, id 
“should not be required to wait until a 
number of lives have been Cestroved or 
substantial Probleins have arisen before 


designating a drug as subject to cone 
trols.”. ‘Cc mprehensive Drug Abuse Pre. 
vention snd Control Act of 1970, House 
Report 91-1444 (part 1), p. 35, Sept. 10, 


1979.) Discussing factors used to measure 
potential lor abuce, the report quotes 
from the reculatiens issued under the 
Drug Abuse Control Amendinents of 1965 
(id. at p. 34): 

The Director may determine that a s ib- 
stance has a potential for abuse because of 
its depressant or timulant effect on the 
central nervous system or Its hallucinogenic 
effect if: 

(1) There ts evidence that individuals are 
taking the drug or drugs containing such a 
substance in amou ufficient to create a 
hazard to their he safety of 
other indiviauals or of the community; or 

(2) There 1s tificant diversion of the 
drug or drugs ne such a substance 
from Jeqitim channels; or 


(3) Individuals are taking the drug or 
drugs containing such 4 Substance on th 
own {nitiative rather than on the b 


medical advice from a practitioner licensed 
by law toad ster such drugs in the course 
of his professional practice. 


The House report goes on to say (id. at 
p. 35): 


In speaking of “substantial” potential [for 
abuse] the term “substantial” means more 
than a mere scintilia of isolated abrse, but 
less than a preponderance. Therefore docu- 
mentation that, say, several hundred thou- 
sand dosage units of a drug have been di- 
verted would be “substantial” evidence of 
abuse despite the fact that tens of millions 
of dosage units of that drug are legitimately 
used in the same time period. 


The Director has concluded from this 
review of the current situation that con- 
trol of all anorectic drucs is desirable 


become widely abused. This 
will full the congressional mandate to 
act beiore substantial problems have 
arisen. 

Based upon the investigations and re- 
view of the Bureau of Narcotics and 
Dangerous Druts and upon the s ientifi 
and medical evaluation and recommen- 
dation of the Secretary of Health, Educa- 
tion, and Welfare, received pursuant to 
sections 201 (a) -cnd (b) of the Com- 
prehensive Drug Abuse Prevention and 
Control Act of 1970 (21 U.S.C. 811 ‘2), 
(b)), the Director of the Bureau of Nar- 
cotics and Dancerous Druss finds that: 

1. Based on information now avail- 
able, phentermine has a potential for 
abuse less than the drurs or other sub- 
stances currently listed in schedule II 
Although chemically and pharmacolog- 
jeally this crus is closely related to the 
other anorectic drugs being propos ed for 
contro! and to the stimulants now listed 
in schedule II, present data re carding ¢x- 
cessive usane. diversion, illicit sales, and 
abuse of phentermine is not substantial 


enourh to warrant a finding that it has 
potential for abuse equal to the stiimu- 


lants in schedule IT. 


2. Phentermine has a currently ac- 
cepted medical use In treatment in the 


United States. 


3. Abuse of phentermine may lead to 


high psychological dependence. 
Therefore, under the authority vestcc 


in the Attorney Geveral by section 201 pecenved within the time lHmitations, and 
(ns) of the Comprehensive Dru Abuse all iiterestod parties Waive oF ure decmed 
Prevention and Control Act of 1970 «21 to witive Chea oy vortumily for the hear 


U.S.C. 8lica), and delegated to the Di- 
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rector of the Bureau of Narcotics and 
Dan fous Dries by § 0.10) of title 28 of 
the Code of Federal Recuhuions, the Di- 
rector proposes that ¢ 209.12 of title 21 of 
the Code of Federal Re;ulations be 
amended to read 


§ 303.13 S« hedule UL. 


. . . . 


(b) Stimulants. Unless spe ifically ex- 
cepted or unless listed in another sched- 
ule, any material, compound, mixture, 
or preparation which ¢ ontains any quan- 
tity of the following substances having 
a stimulant effect on the central nervous 
including its salts isomers 
(whether optical, position, or gecomct- 
ric), and salts of such isomers whenever 
the existence of such salts, isomers, and 
salts of isomers 1S pos ible within the 
specific chemical designation: 


system, 


(1) Those compounds, mixtures, or 
preparations in dosage unit form 
containing any stimulant substances 
listed Iu schedule IL which com- 
pounds, mixtures, or preparations 
were listed on August 25, 1971, as 
excepted compounds under § 
and any other drug of the quant 
tive composition shown in that lst 
for those drugs or which ts the same 


e pt that it contains a jesser quan- 
tity of controlled st bstances.-.---- 1405 
(2) Phentermine--.------------------ 1640 
. . . * . 


Conferences have been held between 
the Bureau and the Dc Laboratories. 
Division of Sandoz-Warner, Inc., one ol 
the two manufacturers of phe ntermine in 
the United States. Dorsey has fully co- 
operated with the Bureau and has con- 
sented to the placement of phentermine 
in schedule IIL to insure that it does not 
become subject to abuse in the future. 

All other interested persons are in- 
vited to submit their comments or ob- 
jections in writing rerarding this pro- 
posal, These comments or objections 
should state with particularity the issues 
concerning which the person desires lo 
be heard. Comments and obicc ons 
should be submitted in quintuplicate to 
the Hearing Clerk, Oflice of Chief Coun- 
sel, Bureau of Narcotics and Dangerous 
Drugs, Departinent of Justice, room 611, 
1409 Bye Strect NW., Wa hington, D.C. 
20537, and must be received no later than 
June 7, 1973. 

In the event that an interested party 
submits objections to this proposal which 
present reasonable grounds for this rule 
not to be finalized and requests a hear- 

ing in accordance with 21 CFR 398.45, the 
party will be notified by rermistered mail 
that a hearing on these objections will 
be held at 10 a.m. on June 11. 1973, in 
room 1210, 1405 Eve Street, NW., Wash- 
ineton, D.C. 20537. If objections sub- 
mitted do not present such reasonable 
grounds, the party will be so advised by 
registered mail. 

If no objections presenting reasonable 


— 


1 grounds fora hearing on the proposal are 


ing or to participate ln the hearing, the 


Director 
after 


may 


Miving 


cancel 
can 


the hearing and, 
iteration to written 
s, Issue his fine) order pursuant 


Dated May 1, 1973. 
Joun E. Incensore 
Director, Burcau of Narcocirs 
and Dangerous Prugs. } 
[FR Doc.73-9070 Filed 6-8-73;@ {5 am]™ 
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schedule than F 
It is Pennwalt's position that the Denart 

ment of ficaith,. Education. and Welfare oered 

ia recommiencinag tothe BNDD thatt 
iets listed above, excepe fens 

be placed in schedute iil, and that conanines 

mine be placed tn schedule IV. The basis for 
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There is no study, to our knowledre 
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2. The evidence with respect to the use of 
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thelr stucies the rise of serious abuse, ana 
ferious Wihcrawal etymptoms following the 
use of fenUuramine in contolicd studies, 
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Title 21—Food and Drugs 


CHAPTER H—Bl REAU OF NARCOTICS 
AND DANGER US DRUGS, DEPART- 
MENT OF JUS !CE 


PART 308—SCHEDULES OF CONTROLLED 
SUBSTANCES 
Diethylpropion and Phentermine; Tempo- 

rary Placement in Schedule IV; Interim 
Regulations 
Notices wer 
REGISTER On 
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On June 15, 1973, 
issued placing bet 
phentermine, clorte 
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Act 15719) 

ns and a req t for 
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hearing wire filed 
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objections. 
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future abuse applics wit 
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of this wide availa 
controlling ben7 
mazindol and phendimetrazine, the 
reau had indicated to manufacturers 
that their consenting to control would 
not be allowed to plice them at a com- 


agates 


pelitive disadvantage wilh other sub- 
stances being propused for Sele cule LIT, 
In Iiht of these considerations, the Di- 


rector requested that Merrell National 
Laboratories and Pennwalt Corporation 
consent, respectively, to the plc cement of 
diethylpropion and phentermine in 
Behedule 1V of the Ce ntrolled Sub- 
gtances Act in the interim betore hear- 
ings can be held ond a {inal order issued 
on the proposals to place each substance 
in Schedule IIL. 


‘ ‘ 
644 


Phone 962-862€ 


Laboratories and 
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diethylpropion and phentermine in irer has consented to t placement 
Schedule 1V at this time. | diethylpropion in s jule IV to in- 
. _— ure that it does not be ne subject to 
abuse in the period prior to final action 
on the proposal to place dicthylpropion 


in Schedule II. 
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PHENTERMINE § 308.14 Schedule IV. that substs , 
he ibstance should be so controlled 

Based upon the investigations and re- é - r . . or removed as a controlled substance 
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' | vi i vin 4 ic r if the Director. based 


Education, 
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) he Director of the Bu- 
reau of Narcotics and Dangerous Drugs 


I n ’ LLIONS recardin 
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abuse relative t 


es. The requirements im- 


stances current 
2. Phentermi Ae yet. . 
substances con- 
order shall become effec- 


cepted medical 
United State 


3. Abuse of phentermine may between those substat ! he n 1 : 
i 5 ical dependence rela- t ently listed in Sched II and a PRR < Unit currently reg- 
e to the drugs or other substances I c ou with ° 
dule III. stances at this r P , , 
I ne he + ‘ 2a * . x : 


manufa 5 
placement oO t } 
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dical 


CONCLUSION 
consider, if available, clinical ( 
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rney General by section 201 yoga 
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Prevention ana Control Act of 1970 (21 the: ar experience 
USC. 811(a)), ated to the surgests that any of them have not been ite notice of 
Director of the I reotics and subject to significant diversion or abust ry out this pur- 
Dangerous Dru of Title 28 the Director » 1 review the necessity ect the public 
lations, the and desirability of maintaning it under on, the Diree- 
unfair and dis- 


of the Code of Federal Rerulations, 
Director orders that § 308 14 of Title 21 control and will request from the Secre- 
of the Code of Federal Re be tary of Health, Education, and Welfare 
amended by the addition of a new para- a new scientific and medical evaluation, ‘ 
graph to read: and his recommendation, as to whether ssehotr Pag Mbp co mene See 
proved for marketing a the effective 
dates for those anorectics which hav 
been marketed for some peri 7 of aan 
In the event these effective dates ‘pose 
6pecial hardships on any manufacturer 
the Bureau will entertain any justified 
requests for an cxtension of time. 
4. Inventory. Every registrant required 
to keep records who possesses any quan- 
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Category 


Code # Drug Age Sex Date Location 


245848 Plegine 16 F 4/72 Maryland 2(kicks) 


5. SCIL - 3 exhibits 


Lab # BNDDi Quantity Suspected Firm Potency Location Date 

9013. Jl710029 75 tabs. Ayerst 35 mg/ Louisiana 5/27/71 
6260 - 4 tabs Ayerst oo Illinois 2/18/72 
A0339 - 33 tabs. Ayers - Wash, DC 1/21/72 


6, Literature search revealed no report of abuse. The dru 
5 
name was not listed for the NCDAL Computer, Index Medicus 


and Toxicology Biblography 
7. Searching Medline-found only 6 titles 


C. Discussion 


1. Phendimetrazine is similar in structure to phenmetrazine 


ee SUAS: pe 
x CH; 


C Hs 


CH 4 


Phendimetrazine Phenmetrazine 
2. it is prepared from 2-phenyl-2-hydroxy-3 ,4 dimethylworpholine 
British patent 791,416 (1958) and 862,198 (1961) 


ared the anorexigenic and behavioral 


3. Cox and Maichel comp 
amines in rats and found the 


potency of phenylethyl 
following: 


7Cla 


3 
Foc yd Inta ake e Continuous Avoidance 
Behavior 
RD 50 RD 50 Changes in Rate 
Amo le/kg pmole/kg 
Amphetamine 14.1 5.9 increase 
Benzphetamine 52.23 FLI39 no change 
Phenmetrazine 73.4 24.3 increase 
Phendimetrazine 178.5 52.9 increase 


a. Phendimetrazine is 3/7 as potent 2s phenmetrazine and 
1/13 as potent as amphetamine with respect to a dose 
of drug required to produce a 50% decrease in food 
intake, , 

b. Phendimetrazine increased the rate of change in avoidance 
responding but was about 1/2 as potent as phenmetrazine 
and 1/9 as potent as amphetanine. The RD 50 is again 
the dose of drug needed to produce a 50% change in 
avoidance rate. 


4, From the FDA report - 


a) phendimetrazine (21 mg/kg) is similar to phenmetrazine 
(26 mg/kg) by oral administration to rats with respect 
to CNS stimulant activity as measured by actophotometry, 
but less potent than diethylpropion, 


b) in toxicity studies - found dose related CNS stimulation 
but no tissue toxicity. 


c) a few reports of euphoria were noted in the NDA. 
Conclusions 


At the present time there is in my estimation a lack of 
information to control this drug. Phendimetrazine is 
qualitatively similar to phenmetrazine (which ts in Schedule 
II) in terms of pharmacologic profile but is quantitatively 
different. There is very little street abuse and there are 
no clinical studies to show any information on the like- 
ability of these drugs 


following recommendation may be made: 


+ 


Keep an active file on this drug. 


done, add this 


If clinical studies are to be 
drug to the list to be tested, 


Plug the drug into the animal testing methods 
devised by the Biological Research Branch. 


Decide whether a drug can be controlled from a 
"notential" for abuse - if the dose is high enough 
or if large numbers of actual case reports must be 
observed to schedule a drug. 


If the drug must be schdduled now - add more weight 
to less important scheduling factors. 
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ty 
ret) 


Reboxrt PB. Zertsian, Ph.D. Auguot 28, 1972 


Toes cankeshos 


bevy tater thica Dranch ‘ 
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Diole=ical Pasenrch Dranch 
Pra linteon p- Pe teir 
Review G8 Etcoilecctxvetina’cnd Bansphatanine 

esi telat \ 


Se 
‘ 


Attached 1a momo partaining to the above subject. 


Attechment 


The followtng sources have been searched for {nformation on 
phendimetrazine and benzphetamine: 
NCDAL computer using generie and trade names - not Listed. 
Nedlars, 
Chemical Abstracts using chemical name - Vol. 41 - 1947 
ta Vol. 75 = 1971. 
Index Medicus by generic names - not listed. 
Toxicology Bibliography Vol. 1 (1968) to Vol. 5 #2 - (1972) - 
not listed, 
Experta Medica + Pharmacology and Toxicolosy (1966 - 1971);- 


Psychiatry (1968 
SCIL report for FY 7] and FY 72 = phendimetrazine tartrate 
#1620 - benzphetamine HCL #1230. 
Poison Control Data, 


The following information was found: 


*hendimetrazine 


marketed as Plegine by Ayerst as 35 mg. tablets 
NDA 12-248, 
marketed as 


- was 


Dietrol by American Hyglenic Co. 


Poison Control Data 


Code # Drup Age Sex Date Location 
245848 Plegine 16 F 4/72 Mary land 


SCIL - 3 exhibits - see attached table, 
Literature search revealed no reports of abuse. 


Benzphetamine 


' 


marketed as Didrex by Upjohn as 25 and 50 mg. tablets - 
NDA 12-427. 

- Foison Control Data - no cases listed under trade name 
or generic name, 

- SCIL = 14 exhibits - see attached table, 

~ Literature search revealed no reports of abuse. 


- Letter from Mr. Van V. Pruftc, Jr. (7-26-72) confirming 


a sporadic movement of benzphetamine in 
Alabama, 


1971); and Public Health (1968-1971). 


Cate 
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and benz 


C 
of pharmacologle profile but are quantitattvely different in any one 
test procedure. There are no clinical studfes to sh 
on the "likability"™ of these drugs. 
7 & 


The following reconmendations may be made; 
1. Keep an active file on both drugs. 


clinical studies are to be done, add these 


drugs to the: list to be tested. 


3. Plug these drugs tnto the animal testing methods 
g % 


devised by the Biological Research Branch, 


. Decide whether a drug can be control 
"yotential™ for abuse - Lf the dose is high enough 
or if large numbers of actual case reports must be 


observed to schedule a drug. 


wn 


e If the drug must be scheduled now - add more weight 
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069389 ~ 1 tab. U 
06990 - l tab. Upjohn 50.0 mg/ Loulsiana 
06991 - 1 tab. Upjohn 50.6 mpe/ Louisiana 


08441 - 40 tabs. - 50.0 mg/ Texas 


10940 - 2 tabs. Upjohn 55 mg/ Texas 


4/16/71 


10/28/71 
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»rous Drugs 


Bureau of Narcotics and Dangé 


rt iit ee Stratos Desartment af Jus ra 
“asninuzen, OD. C. - 20535" 


William W. Vodra, Esq. 


Attention: 
Assistant Chief Counsel 


Dear Mr. Vodra: 


. a are 4 : zr a ~ b atile e - + ts x 
On behalf of Penn alt Corporation, we ae tfully request t. it we b- 
} Tats t! =¢ 
rprosauc 


granted a hearing on the proposed schedulin: of phentermine (ou 


'"'Tonamin'') in Schedule IIl. 


Pennwalt objects to the findings made by the Director in his 
on phente rmine (| 973) on the grou :nd that: 


ad 


Ke The findings are #rroneo ous as a matter of fact as 
th the weign 


not being in accore d wit 
evidence available with 


2. The findings are erroneous as a matter of law. 
' 
.d scheduling for \ 


3, The Director, in the propose 


phentermine and fenfluramine, has 
the ere standards for phentermine and fen- 


fluramine in determining their proposed s¢ heduling. 


the Director (and the Secretary of HEW) 


It appears to Pennw yalt that 
caneede 22 inability toa cocumen: ncteal anus? ef phentermine and therefere, 
in support of the proposca scheduling, pr=sume that the absence pe abuse is 
attributable to the ''past easy availability of cheaper a: nd more potent stimu- 
lants rather than iatrinsic lac'. of abuce poten say’ (32 T.R. V27230, Rae dO, 


or esumption is 5 tounded in fact and submit 


1973) We do not believe that this j 
or legal celestial: 


that it is not a permissible scientific 
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The information presented by HEW consisted of a summary of 


ttre information which they used to make their recommendation. 
while the summary information was considered insufficient by 


SCID it was considered to indicate that WEW (i.e., FDA) has 


sufficient information to jugti€y their recommendation. Since 
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Accept HEA cecommendations 
(ALL ton Schedule TIT except fen€luramtine in TV) 


Hearing Possibilities 
Man€. Request DNDD YWinalnrg 
ee —_————_—= --— a 


Diethylproplon moderate 


benzphetamine , lca 


Phendimetrazine low 


Phentermine low/modecate high 


Chlorphentermine moderate moderate 


can be extensive i: arieritles change 


Minizal NWeadquarters work-1ip (CC, SCID, ENA) 


| 
| Clortermine low moderate 
| Maz indole low low/moderate 
Fen£luram{iue none incderate/high 
Co3t 9: Control by SNo0 
teh 
| Regulatory, minimal 
| Criminal, low in present BNDD priorities P 
\ 


| Pros iad Cons of Optica l 
' = | L088 OC ee 
Pros 


rapid response 
use HEW witnesses 

mininicea 2NDD costs ia scheduling 
petenttlal for abuse 


a) 
~ 


scheculing based on 
conservative actior | fa stp lee 
protect public ee echlP Y 
concur with FDA ~ 


a eel 


Cons 


not a serious problem now 


Zollows FDA philosophy 
uncertainty of success on 4 of 8 drugs 


AMA will probably object 


cee ES ID 
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Option 2 Place all in Schedule IV 


Beartag Poss fotlities 


Diethylpropion 
BDenzpnetamine 
Phend fiaetrazine 


Phentermine 


Manf. Request 


uone/ low 
none/ lew 
none/ low 


none/ Low 


Chlorphenternine low 
Clortermine low 
Mazindole ° low 
Fenf luramine moderate 


r 


Cost 22 Control by SND 


Regulatory, minimal 


Criminal, low in presence 35D) priorittles 
can increase LE priortrtes change 
Minimal Headquarters werk-up (CC, SCID, 2NA) 


Pros ane Cons of Optton 2 


BuoU Winatnag 
high 


high 


high 


high 
mederate/high 


moderate/htgh 


Pros 

IV {s holding schedule (compatible with unwrittea BNDD philosophy) 
rapid ceatrol - no haarings 

sufifictenc evidence for LV 

will be ceviewead for increased control 

cefensible in law and fact 

Cons 


back to HEW 

take more time ¥ 
actual diversion of at least 4 drugs 
weaknes3 in future negotfattons 
public disagreemeat with FDA 


appear soit on these drugs 


may require aceater BUDD eftore to move to IL {Lf cegulatory controls were 


insuftf&ictent 
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Option 3 Plice all in Schedule IIL 


Neartine Possivttt es 


boas Mane. Request BNDD Winning 
Diethylpropion low liigh 

: Benzph:'.amine low high 
Phendimetrazine . low high 
Phentermine low high 

Crhlorphentermine ’ low high i 

| Clortermine low high 

| tiazindole low low/mederate -* 
Fenfluramine high low 


lr , 


\ Regulatory, minimal 
Cricinal, low {nm present 3NDD priorittes 
can be extensive L£ priorities change 
Extensive UWeadquarters work-up {SCID & CC) 


Pros 274 Cons of Option 3 


Pros 


fenfluramine has possible stimulating effects and could be 
untqu2 new drug exoerflence 

scheduilng based on pocenttal for abuse 

protect public (censervative approich) 


Cons 


back to HEW 


doubtful win for Fenflucamine without extensive work-up 


net a serious problem nov # 


i 
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Oprioa 4 Place all in Schedule IL i 
(Attendants did not considec this option reallseic) 


Vearctng Possibtllttles 


—— od — 


Diethylpropion high low 
Benzphetamine high low 
Phendimetrazine moderate moderate 
Phentermine-- - high low 
Chlorphentermine high : low 

Clortermine high low P 
iHazindole high low 

fanzluramine khish : low 


Cest ot Control by 3NDD 

Regulatory, quotas, AXCOS, order foras, razistration 

Criminal, lover than olactng these erugs ta Schedule LIL 
within present priorities 

Extensive Headquarters work-up (ENA, CC, SCID) 


Pros-and Con3a of Oorion & 


ective controis 


back co HEW 

time consumiag 

excessive manpover requirements , 
must fight in hearings : 
extensive BDD work-up required 
cannot juscily 

AHA will object 
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Option 5 Place 4 deugs in IIL aud 4 {na LV 


(See delow) 


Heariae Posstotlittes 
eee eee liees aeceeenseansEnoeeD 


Nant. Request 
lil Diethylpropton moderate/high 
Ill Benzohetamine low/moderate 
IIL Phend {tmetrazine lov/noderate 
ILL Phentermine. moderate 
IV Chlorphentermine low 
IV Clortermine low 
IV Mazindole low 
lv Feniluraatae les/acéarate 


Cost of Control by 2NDD 


Res:iatory, minimal 
Crininal, low in present BNDD priorities 

c2n be extensive {fF sriorities chan. 
Minimal Headquarters work-up (CC, SCiD, =A) 


Pros and Cons of Option § 


Pres 


relates to actual diverston in Schedule III 
noldiag in Schedule IV 

scheduling based on potential for abuse 

protect public (conservative approach) 

easy to move IIL to II Lf diverston increases 
easy to move IV tv ILL Lf some diversion appears 


4 


- 


Cons 


back to HEY 
moving from IV to II may be difficult 


BNDD Winntag 


high 


high 
high 
low/moderate 


low/moderate 


| 
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Option 6 io Control 


li 
(Attendants consider this option unrealistic) 


wearing Possibilittes 
So ee 


Hone ; 


Cost of Control by BNDD 


None 


itadefeasible for diachylproptona, benzovhetanine, phendimetraztne and 

phentermine éue to known diversion : 
public reaction ' 
petitions to central may be expected fren the public 


oar. tee os New 


‘ 
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Option 7 ‘to recemnendatton at thts date 


Pros 


Pros 


—— 


lL. request fuccher watertal from HEY 
2. develop mote information in-house 


3. develop philosophy of control first 


and Cons of Option 7 


Cempels development of a pntlosoph 
‘ t ‘ ‘ 


More data will be avallabic for decision 


Lose Hed assistance 
Delay in control 


Large BNDD work-up for small problea 


' 
' 
' 
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etd ita i. lewesnea, 4.3. 
‘taenacol 
Hecegical Researen Sraach 


Benethylanine, is a canyenes of arohetaniae. 


 ~ 0% A vascconstrictoe out fs presearly narketad 
Ns A ‘vencernine, An the UCL sale, 43 surketed vy Dorsey 
it toa 9,3.,. 25 Wiipo, 3 mu/tabler, fa ‘eirtlex of 100, A resin cone 
Siew Ls tmirkecad Dy 2.5. Strassendurz (253) a9 Tonazia, 15 and 20 
-j/sapaules la hottles of 100 and 490, tT aight b4@ avaliable on rhe 
3.3. carket under ocher sames sinea Le t+ tae aunjece of the falles- 
{a4 SOA New Drug Aoolicactons, 
orgea i235 ome ebet 
13042 4% HF ae SSUE 
» ee f 
Face al : ae S Os cate Carre Bers | 
Yi9i3 (2 ted 329 se SULA Sema lLex 
642i 20 war rola comalex 
A.theusa fhe IollowLag Srard cesea lo net as ear in te L972 Jeug 


sta At Red Seok trey hava heea agseehatad 


A pnentarataa: 
suromina, Llavl, Miranronat, aad Conibex, Poyaioly, thay are eatenced 


r 
v 
. 
, 


w4w2e8 $a fer2isa corpanios, 


ventacntne base of tts NCL asl: ave avallabia as buite chamicals fron 
We Least tua cemaates: Aldried Yrssatie Caemicals, litlvaneee, Yisconsta 
38 929.50/9CO srana and tasccan Grsinic Chemicais at 317.73/23 uvams. 
f. hs = 
{s42 the r. 


oeeateraiae (becasphenyl-alshanalghasdinethyl-aatoo echtae) and tts 
thna nalts are ore ared oy Dydroqenating the corrasnonding detae 
pagay lebecaechtoroeal pitaedinettyl-aniag etaane cempound ta solutton 
ta fhe nregence of a eatalyets recal of the claaa ronatsting of 


Prdcinum and palladina abversead on a baste carrier auch aa mMAznes4 Lu 


efrocnvace or caletuna RAT Sonata, 


“O29 
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— 


s¢ swrthod of orepartay the precuraor, vrta-oneny leveta-chloru-alpna~ 


Shaetinetoyleailaa echaaa and its anine salts, comorises nisxtag 
“et corresnvondias bera-phany L-bataenydrexy+a lohaea lpia Larthy Le 
tabae #thana cowpound and thionyl chlorliin, allowins chen ts Teact, 
viraing, vashing, and drying. 


-o¢ details of tha sayntheciea arocess see tha attached patent. 


Joma of tha physicoechenical properties of phenteraine which aight 
ercect the absorption, distribution and excretion frea tha tedy are 
foilcrs: pK, @ AOL; % courral at pH7.4 =~ U,193 true partition 
co c 


r£liciantk. fa chioraforsesstat=5l4, fa heptana-water-538., (19). 


& 


“harsicolorvy 


fhantersing fo 2 oympatheniaatic anine whose pharmacoloyvy, at lease 
pecipnerally, dependa in cart or totally on tha relenns of endeceacus 
satecnolasiaes. (1ld}. [5 auchantam of action coutrally bas pet dbuca 
@iuctedated. 


Ll, Central tiervyous Systsw 


“Aeatermine ts 3 CUS atislant. Tt wea found to inezeasa 
randow activity {a rata (2) and alce (9), to 2eeduce ta 

ta sats (12), to producn a twittering rasnenan La sietaha. 
charactaristic of ariphetamine-Like compounds (5), to Lnereasa 
=a sata of continuous avoidance ta rats ($8) and to srecinitata 
Ja Acuta pazenotte reaction tn a chronle schixzonnranic.(17). 

© 14a heen reported to oreduce Lnvonmia and nervous irritabtlity 
-~t Fora patients receiving pea eoeiegysetig roatn complex duriag 


mola 


titnfeal trials. (3). Meod clevarfon waa observed tn a few 
gut teuts aad wag reported to be comparaola to that produced by 
Amphetamilae La ena patient. (3). 


Ctnae indlentiona that phentoraicn affacts the CI area thot 

iS {2 were toxie {a agyragatad thea in lsvlated mica. (22); 
fisC £0 roversag reserpine Induced stosia (22) and that tna rats 
- 


“8 reduces fo02 and vatar cennuzptton. (13, 15). In isan it ts 


uted clinically as aa anoructic. (1, 14, 13). 


At a CHS s8isulanc it {a lesa potent thane!) asophetanina. When 
talalstered orally nhentarnino iiCl waa icund to de approntgately 

\/rz aa votent ag dl suphetamina fn tncroaslag notor activity 

fa wulem (9) amsd-1/8th av potant fu racy, (2). Adwintutored 


iw 
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itrunertracaal hy 1@a. pokeacny Tey, ceitac? 7. €2 te seam yseoh cephaas. tet. 
tyopretinanely L/Ird that of amnaecivalaa fa oeednciag Lasomaia 
fa sata (12) and 1/9rh ta seetuciag an tacrease of SUL in tag 
tr= wt cenutinuous avoldanea. (5). centrally ira sode of acttioa 
vorne ba difference from thet of ammbetanine ginen paueuteralas 
Liscla okie on rnserpine induced inacetvity, wnereds 


ssnetwalnua did counteract the gedacion. (22). 
2. Varipkeral 


“hea periphoral effects vf snenteralas ara enaracteri3aciec 


p92 a wprsaravediecie eulay of srodeninatsiy bLiauirect 

setivity. Intraveneus adsinisatracion of anenreralae Cl 

was found to preduea a vaneprnssor Leaponse ainilar to 

that yroluced by dl-ampihetamina. (2, 22). The druga vere 

equally sotent.(2) oml showed cross techyphylaxia. (72). 

3leed presoure, hore rare and coukractila forcea responses 

verg predvced by simtiler aichanisns, L.0., activation of 

alpha and began receptors. (22). is 


Aa to tha cpdirinedle potency of phenteratnr thera Appears 
ts by a diserepuney ia tha literature. Yoln et al (9) 


found paenteraina to da aporoxcizataly L/S5rd as aceive fo 


-Avpnetanmt.,» sollewtag intraperitoaral ade- 


nrion wnile Bech 


Lstr 
1.25 times sere potent 


. iiecabolisna 


‘“entarmina fa rere realstane to oxiuative deamination than 
che cerraspendiag avphetanines. (21). It La excreted alzoat 


soeplakely ia the unchanged formu. (21). The utinary excretion 
yartan urnatly wita Cha uctairy sH,acid!e uriae fayoring 


(3). ‘Tha £1/2 for renal excretion was reported to » 
afcer 2 dose of 5 2g and 24 hours attar 13 mg. 
1). Yhe cl/2 for 5 xy of deanpnatemine ves 


(29, 240 zee 2 
Sound to ba 7 hourz fa ona gudjeet and % hours fa anather, 
(21). Thus the duraciton of actlen of shentermina vould da 
vspectad to ba longer thaa that of d-dophetaimliac. 
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Sue followltnay page. 


7 


; 022 


"yctcls7 


Lien 


(95% contidence 
) Yorn e bieeg 


- 
u 
a 


onencsr= rat 
' mine resin 
i coiplex _ 
i i L-aphet= rat £9 30/ag/ks (3) 
anine 
eer ouse oral 22 (13-25) (22) 
4 
% 
— a. Zhencerpine as a cation excoange veyla cougiax oF suizouated 
i yolyscyrane La aarazced a3 [onamin. 
| h, tasttiag orccedutes «nica required yuren egal ad 
{ syecluded tae use of the re3in wilco 
sarcteulacte substances, ‘scevet, mica, TAtI, and dogs whet 
{ jars creacdd whoa toxic oral doses of sneatecaios vesin cow- 
\ siex wers opserved to exaibic depeical synptcas fo those 
jee) Ghen animals were treated witha tne nydrochloride gal 
sxcept tuat the t-ae sequence vss grolonged. (2)- 
omg i ” ons : : ' ’ : tet 5 
- Cc. The cowpsextay oc ypharmico logic avgata Arn a syntnetie 
° , Lon-excnange cesia reduced tae toxicity of the agent. (3)-. 
i 
ie C. Zaiorsation cuacerniag tae actual or ralacive potential lor abuse of 
ots pnentermine. 
1. tvidaccs chat {ndividuals are taking tha dzug containing 
: Snenteraine fa awounts guificient co ceeate & hacard to 
o* their uealta or Co the gacary ef other individvals ot of 
f the conaunity. 
a4 
’ a, <A aearca of tha 2olscn Control Data taroug3 3/72 
zcecord of cases 


collected 
Lavoiving aoy 


. ‘ 


oy *4 y revealed ae 


ant Loned ‘prand names. 


Mur an 


€ the adouve 2 


| 


iF rad OA 9 Lonaioja van cauviewed by cha FDA scaiz. 
22 vada found to euoncaln ao cxdorts of abyss oc 


Se Serusal ve che 0/71 araa 7/72 corre dence Jeullag 
ai.cn dru louse retalaed ta BDV aentorcement Elles 
ravedled no cotressondenca dartalning to scnenctermiae. 


i ‘e sy em toaslareette™ 
2 g an abuse oucuncisl 
3 ( ting o£ “Low Ladisates 
, that Cha drug creatas only shld prycnse depeudence 
nnd that Little or no abnsa Dan cccurred or in likely 
9 occur. (LL). 
2. of Nagland ifsts 
; o£ tha Clasa C 
Y cAkeqyocy ara 
> z2ncsnisula, 
u traziaw, pir uizol 
9 BALL Seaadvulea 2, 
Ee tiem VAN Casa Tavece 
ed to exnscardate a 
J), and a report of an 
wttamnpted aubcide witha mhencerninae. (7). ‘So.uy sacledge 
40 Othac-. recorts-of-rbuye-or —atoraeef_vaaaticalae 


iwopear-la-rue—Visaratura Y 


fence concaraing tha existence of diversion of phencerniar 


c 
irom lagltinate drug channels or that individuals are taklag 
poentarmine on thair own. 


2. Yann V. Pruitt, Jr., of tha Stats of Linda, Depare@- 


, 
ent 9£ Toxtcoloxy, caported to “Me. Garrlald fa 2 
lstter dated 7/19/72 chat pnencerstne vas “moving” in 
o 


d 
hiy area Sut to a leaner extent than bensonetantae. 
Approximately one dogen exntloits nad involved buys 


of pnunternine. 


d. Data obtalaed iron DADD casea tn vafch phentermlae was 
aa aoxbiblt. 
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SCIL tdentifiled Strassenburgh ag the ausoected Chim in 20 of che 24 exhidlits 
which tavolved drugs in dosage units. No source vas identiffed [n four o. 
exhibits. Il vould speculate that they were from Strassenourgh since each 

was made up of cansules which in three exhibits were found to concain efther 

15 or 30 ag of phentermine. 

. 

That ITonamia and not Wilso appeared in SCIL exhidits might bea related to 

the number of dosage ualt3 presecibed of the tvo druga. In tha Natlouval 

Prescriptloa Audit vublished by 2. 4. Cosselia and Comoany ‘tt is reported 

thac during 1971, 4C9D pharmacies tities’ os preseripctons with 5,736,918 

ng capsules and 15, 736,000 20 my cansules of Lonamin, During tha same 

perlod 132,000 3 mg tablets of Wilpo wera dispenued,. 


D. Ofacusatoa 

addition of a nethyl zyroup to the alpha carbon of amonetamina produces 
~neaterimine., Tots addition to the amphetanine structure La raported 

to reduce tha CNS stimulant propertles of amphetamine without altartiag 

its anorectie potancy. ‘The available data tndicate that the addition 
(Of the methyl groug does noc slzaiffcanctly «leer thea moda of action ¢ 

che drug, i.@. phentermine and amphatamiue produca thalr effects _arough 
thelr actlons on the catecholamine containing narves ond tihaslr end orgens. 


7 029 


' 
! 
i 
{ 


ces br. cloyd E, Suuelson with wlCuciuenis 


sCI 


Reading File 


= Dursatcy and Recoumendat tong 
a See nd AC LONS 
. am me et : z ee leu Sa 
+. YNentermlae Ls an aleha methyl cozenec vf anpaatamine,. 
~ 2. it 13 prescribed as a “non-dnphetamiae"™ Anorectic, 
a 
<>? 
= Js Che prarmacology of dhenteratue fudlcates that fit has 
= 1/3 to 1/3 tha CNS setrulant potency cf lor dl ampiietamine 
tb dad thac it produces {ra etiects throusa acchaniansa siailar 
pot to those resvonsibdie for tha act:on oc amphatamine, 
Vv 
2) 
as - 
yo 4. Docunasatation of tha abuse of phentermine {3 wanting, 
as 
39 
Wow Is tho tntenk of the Bure 4 {3 to control drugs which havea 
6. ; : ( 
a) been or ara being abused then aa active rile should be kept oa 
~ 3 ; - ay ‘ ‘ 
Soe Prentarnmine such that if ard When it {3 ubused tt can be coa- 
Qa Ye ’ 
Ho trolled, 
Ow 
nw 
= 


98a 


AC tals tloe Le fa aoe ‘eacwn if documentation of {ta abuse is 
luckiag because te doesn't praiuce effiners whten ara aoughe by 
lrg users, or decangse Le ‘3 lesa avatlable than Inpoetamine 
oe Decause tha drug users ace not awaca of ita pvoaraacolozy, 
Seterninatlon of the subject “"Lieadilicy™ geore at LexLagtcoa 
would help clartiy 1£€ the drug 13 capable of atoductag agzactg 
which drug users, seu. 


“neatevalie could ba reed ily maaaufactuced hilletely tn the 
cpltaica of Dr. 7. Z. Amierson, after a pralinilaazry review 
of the synthetic precess for phent -y:aine 3n reported ia U.S. 


Patenc No... 2,403,245. De. P. R. A.decsen axpreased the opinion. 


that tha precursors are conmerclally aynilvble and thae the 
ayrchetie procesg La stratsnrforvard and 2say to perforn. 


“rior to determining L£ phentermine was the intended product 
o£ the clandestine laboratory {nvolved ia Bip Case 3720033 


the agents and SCIL People vould have to Se inkerviewed., Afrar 


perusal of the case Tapore, Lwas laft with che {noreasicn 
that Che sudjectsa had Litele kacwledse of chaala3try aad fatled 


TO reccyalza that wnae thay had eurchased and what resulted fros 


tAeit vanipuiatloa was the same ehenical. 


Z£ the intent of tha Bureau fy to control drugs which might be 
sdused then phentermine and phentermiaa-resia complex should be 
evaluated at Lexingtou to determing chair “Likabilicy.™ 


tynest A. Carebille, Jt. 
Chier, lucy, Control fiviaton 
vohert Y. Zendzlan, 01,,). 
Pharmascologist 

inugy, Informathen Yranch 


Anorectic #gents 


vroliminacy review of the drugs assigned 


sroup has been essceuctally canpleted md 


opinions exprassed uelow have been formulated, 


ection requires executive caclstons. 


1. Gre Lawrence will not 


Septenver 21, 1972 


to this working 
the professionel 
yurtherc 


recomend centrel of mephenter= 


mine, phentermine 36 chlorghentemulag, at this time. 


2. iv. Potrepka wid not rocoriend ceatrol ef phendl- 


mekrarinas ov benzgpretanine al 


«his time. 


3. vr. Zondvdaas: At this the my rece indekions 


renain the sone, that Le, the 
{3 a bordur Line case for control. 
ma preesenily roylewing the 


Cron dered l-Hotional Lobovateries on 


drug, clethylpvep hea 
Horever, L 
extensive presentagien 


Diethyl- 


) 
proplon and Lf hava not yet Lormlated m opinion 


as to whether this will chenge uy 
yaviow of thia deeraant wilh take 


ce: SCL Reading File 
Div Reading File. 
DY. Lewzence L~ 
Dr. Fotroapka 


Zondzisn 
Anderson 
Board File 


Dr. 
Dx. 
Day 


SCID: 
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ongLtion. A 
abeut 3 weak 
armel I will preseat ay thoughts then. 
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FKOM =: Director, Cureau of Drugs. - 9-1 Re sort tes 
SUBJECT: Scheduling Gruss of Fbuse - IFSRUATION we. Dasa: 


"TEXT OF THE INFORMATION 2 - 


PURPOSE 


‘ 
This transnits infcrmation on certain predlexs involved in inplesenting 
the Controlies Substances Act cf 1970, scecifically the sections wita 
respect to evaluating zhuse 2stentiel end recommending scaedculing of 
arugs “nica neve FE :dical useiutngss. “s 


- 


This moxo then describes criteria to be used in making the evaluations 
and recomnendations end how they will be applied to tie anorectic crugs 
presently not under schedule. 


RECO. nr abe D US <$ OF [FORMATION im 
This information will serve as the basis fa 
action in scheduling Grugs, Wwita emphasis o 
recommendations. 


iscussicn and 
s tor implerenting 


The Controlled Substances Act: Schedules and Control. 


————— 


One of the basic principles bhs;hind the Controlled Sunstances Act cf 

1970 (CSA) is that of catezorizing drugs end ciher substances eccoraing 
to their ebuse cotential, their radical usefuiness, and thair oetencial ! 
for producing Gezend2nce. Fer exemple, a drug should be placed in 
Schedule Il if (a) it Has a Nich potentia} for eduse, (b) it nas 2 

cu “ntly acceoted medical use in treatrent in the Unites States, 2nd 

(<  duse of the drug may lead to severe psychological or piysical : 
dependence. , 

The drug should be placed in Scucdule III if (2) it has a sotential for 
abuse less than tho crucs in Scnedule li, (ob) it has a currently eccepted 
medical use in the United Statzs, and (c) abuse mzy lead to rocer:t2 or 


ee ininnendindned 


. . + | . * , 401a : . ; . 


~ 
low .nvsic 21 42 Senden ence. TF tne 
trur nes | SETI) juz wotentisy bo orozes? O2: or to Se 2Duses 
it $22310 of 9 seculed at ell. 
stth Schecsie tnere ifz five 
catetorizs int . 2 sizcee with rescect 
ts ncizi ¢ santie) to prosuce pnveic2) or esycho.cgices 
GED ¢ S f 37 66 sy. “Schedui2 9", that is, when 
the i checule at é?1. 
The catesori¢es or sched fules into which a deva is 912¢24 ¢2ternine 32 
measures waicn cre to be taxen to protect the general ne2ita end wetrere 
with ressect t2 ce “erug. nese ere veryin? contra} measures acplicd, 
throvsh reculetions rescrictine the ranurecture distri$suticn end 
dispensing er the cruz, with compliance to ts enforesd by rather severe 
greduated st2tutor? sen2ltics. (ine drucs in Senetulea £, 22°ng investi- 
gaticnal, require sr2cial control mezsures, wich ~f2 mot cimctone C9 
the present Giscussis cf grug scheculin3 .) Tae cenirels to 62 enrzticd 
to marketed, therassstically userui drugs @rs most imporcently as foilews: 
1. For Schedule IT crugs, orescriztions cannct de refilled, stecial 
order forzs ere required, and manufecturing ceotes ere ailotces 
annually. ‘ 


>. for Schedule IIT end IY drugs, pre cripticns ™3y 32 refilled 
five times in six months. 


3. Drugs in Schedule ¥ do not have iimits on prescription. 


Tniave are censlties for violztions of the Act whicn decre2se 
from a mixirun of 30 years imsrisoncent and/or 2.332,525) fine 
for reo2zated violations with resgect to crugs in Senztuie II v9 
1 year end/or $5,000 for a First Vivlation of Schecui2 ¥. 
S. Most manufacturers, @ huters, and diszensers cr schecuied 
pepo “must da recister: 4, keep accurate recorés end file 
biennial reports 


6. Packaoe lebals and inserts muse car” a sysb61 indicating the 
r th ele 


- schedule oi 


7. Other resvirerents inciud2 import-axport esrmit s and special 
security provisions (sates) for sche edule II drugs. 


te een wae 
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It is irzortent to tole that the degree ef control esalied to crugs in 
Schecuit Il is cohzidersbly geezter and cistinctly different from the coa- 
trol esztits $9 °<0ug3 ta ouner scnccules. Thert in @ Guintun isty, for 
eyesore, from cecciy liniving @ greseristics 29 five ceFilis in 31% c10ta8, 
to rezuiring # nia prescripticn Geen tire TL Saeene Catsins sore recica- 
ticn. Yet the criteria for slicing a drug in Screcule Il ere cnly cotsretely . 
rere ciringent tain fos placing it ia Schecuie Uli. FO sure it slicntsy 
differently, t#2 czere2 cf control oF 2 cruz sroyld be based uscn tre: cryree 
of risnx ts sublic meelia eng th2 usefulness OF 222 cruz in secical corer 7ice. 
Yet the grecations of incrcesing rise to tne syslic rezlin recresentes Ly the 
different scheduits are not caralleted b; alztively flexiszle znd eosro- 
nriate incress2 in control - control is reerty 2ll er nothing, Scnecuie 
II being so much rore restrictive tnen ner Scnecules for markete¢ crugs. 
This b2sic dissrccscrtion is tae sudject or cn.oing Cesete, end it underlies 
the dilezma cf tho32 wao find the legal controls esscciaisd : ‘itn a oiven 
schedule in2zdesuat2 to core with tne oudlic neelta hazares which they tsiies 
the dru? resresents. “Additional legislation rey be required to provics cen- 
trol ccor2 Tlexisiy, anc considiretion shouleé c¢ siven to promoting sucn | 
legisls-ion. Tr2 intent of tha Centroilec Svdscinces Act would also o¢ 
enhanced by réquigtiens which provice cor: srecise criteria for catecsrizirg ! 
drugs with ressect to their eduse ejtential. in this — we are crocos- 
ing such criteria és ea initial step in drzfiing the neeced eoulation = anctt 
pudlication of such reculetions these criteria could te peitiznd in senesoving 
anorectic dGrucs end some secacive-iypnotics. Eo 
. «8 
The Controiled Substances Act: Criteria fer Scheduling. , ; 
As stated 2uove in the discussicn of these scn ules, the deterninaticn of ee 
the need for control c2cencs uson the essessment oF the saree of abus2 
potential, 2pencance-srecucine cotenii2 1, end r2adicai usefulness. Tre Act : 
atterpts to aivea sem2 furtier cy icznce in tiese cifTicult? assessments oy 
specifying eicat “fectors" waich are to be consicerea in ceciding on we 
need for. schedul in na of a drug. Tiese are: 
1. Its actu2] or relative potential for ebuse. _ 
2. Scientific evidence of its charr2zcelocical effect, if known. & 
4. The stace oF curren scientific knowlecce regarding the crus : 
a or other suystence. as 
je 4. Its nistery cnd current pattern of 2buse. } 
“8 * &. The scose, curation, end significence ov abuse. } 
76. What, if zny, risk there is “to the audlic health. 3 
77... Its psychic or chysiological cezenceance liebility. j 
/8. khethar the substance is en jimr2di2te procursor of a substance ' 
: already coatroiled under this title. } 
These eicht factors unfortunately re for the rost part vaoue and ! 
redund:a:. The list exnibits circular reasoning and lack of pirallelism, 
: 
. ss } 
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p2 rticuler rly: hen viewed together with the cefinitions of tig cone 

“ost imscr sali, the list af factors tnd tn2 Gefiniticn of the $o74° 3 
leave uniefine? the contests oF ofs7 ssuse and enuse soteatiel, oF Gruy 
desenzence, 263 CF ris% ¢3 the public hezita. In t, th C2LOfS 
provide little grectic21 culcence in secicinrg <2 Cc (Fo 
discussicn Driew if shiule be nosed whee tn2 Secre 

resoinsinle for evaluctis3 medics] ind scieniivic C 

fically, factors 2,2,6,7, ns 3 - shermacsiczic ene 

kresleic2, the sudlic nezlts euestion, CIsznzente gS 7en<t3 Win SCer 
the substance is a precursor of enotner. controlled suzstznce. He is 2iso 
responsidle for eny —odical and scientific considerations involved in 
factors 1,4, end 5 - zbuse, extent or 25use and edus2 sotentia]. Voto ‘ 
now this division of medic2] and ecientizic reszonsisilities from those 

cf the Attorney General 2s been of n9 oractical signizic2nce in zkinag 
scheduling reconmenc2tions: tne assessments nave involves the simultenecus 
weighing cr ali nossizic evicence, ena a Guru - Justic2 consensus n2s 


been cotained. ‘ 
It has been evicent alerst since passece of tre 1979 le sla tion aged 
more snecizic criteria ere necessery in catezorizing cr sen 
according to their ebuse pot? ential. An attenpt was 7202 be tne Buree u 
te sc 
cht 


of ikarcotics end Danzereus Orugs to Gavise @ oereretric §$ ale of é5use , 
potential or “Index oF Vera" acainst which all Gruss micht be measured. , 
This‘atterat was not successful, due to tha complexity o7 the prodlens, 


to the lack of nerd data, and to the limited nuriser oF experts. 


The need to develop criteria for evalyating drug abuse sotential h2s 
becom2 sore acutely 202arent- because of ta revies OF the entire cless 
of U.S. enoractic drucs, 21) 7 “nica ere chesiceily or snermacolecicelly 
similar to auzhetamine, tre prototys ea CNS stimulant ancrectic. This 
need will be droucht even more sharply into focus es the cecree ci control 
required for baroiturates and other sedative-hyonotics is re-exenined. 

! 


Reasons for Difficulty 


Why is it so difficult to make valid determinatiens of abuse or cecendence- 
producing potentiel? in2 reesons borin with the easiric recocniticn 


that it is difficult for mony catecories of crugs ens inat detarminaticns ‘ 
have often been disputed. Drug cerencence ena 2buse cr tyoes other then 

the morshine or alccnoi - Sarditurzia tyres Aas O22 Icen tified enly 

relatively recentiy; the ¥2y's in wnich the rove reszantly idantitied 

types o7 dovendenca and aruse Can b2 evantit2te4d ere ruciventery. In 

more det2il se~2 further reasons: Tor problems on catecorizing d-ug abuse 


potential follaw: 


ee ee eee i 


ee ee te Ee ee te RN en ee wt 


" ; ‘ 
1. Predictive testing tetnodolesy is ocorly ceveloced end in 

’ securete for certein clezs23 OF drugs, £9 thet cuntrslicd tests in 
gnizaiz Or &vih NuTens Cennet yet be ured cepeadsoly fer exaxsle, 
to iuteyetin CiS stizruvlient eduse potenti2l. 


2. Enidemiolozie dts ara scanty cr non-existent. Lix2 zdverse 

drug reaction résocziss in cenecral, resorting of cruz cesencence 

or abuse i3 crigsled by soor case icentificsticn, lech oF systematic ; 
* data collection end gross or frankly insccure.* Tc2suics of incicerce 

and prevalence. | 

3. Information on the risk to public neaith ind ta society consti- 

tuted by different types of i dus abuse is skimpy or at times pu 


speculation. ~ 

4. Drug desandence end 
as is tne conzlex of scc 
may ceuse them. 
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crug z2use 2re soorty defir2d, and understood, 
i cone.sic end psycholagic forces nica 


Definiticens end Princicles _ 


' i 
As points of das2rture for clirifying curren: proces 'yres, the Tollowina 2 
definitions end princieles are set forth. They ere texen wren tae resorts 
of the orld Hezlin Orgenizaticn E2ere Leraittee on Srug Dec%nse nCe, 
probably the mest authoritative bocy in tre Tield - much of the CSA iss, : 
also derived from their reports. 

preva abuse is defined as cercisteat or sporecic excessive drua 

SE Inconsistent sleek or unrelited to 2ccesti2i2 Tadical orectice. : 

“Me ore here concerned with abuse cf psychotrszic Grugs capaole of 1 j 
. producing senenciect: 
Orua Sepencence is dafined as 2 stats, osychic end somctines a1so | 


poys » resuitine fre= the iat eraction detwe21 2 living orcanism i 
and a ae. cherect2rized by dSehavieral and ot%ar resronsés sc ‘ 


always inciuce a pent se fs to take the drug ca 2 centiruous or 
periodic b2sis in order to excerience its esycnic errects, and 
som2times to avoid the discomfort of its absence. : 
The liebility of a drug to be zbused or to precuce detendence is ; 
of a sebaryrey for scheduling insofar as tha abuse er capencence 

represents a risk t2 qublic hozlth. Says ins “hich crug abuse may ‘ 
represent a.pudlic Heriea russ rare dascribed below. j 


OT any ei tw _— 


~ 

In cvaluzling the neterogenteut Cata.whica 13 estecizted with 

individu) dryqs, the cuicia: srinciole is crotectitn of the 
aise nesbts. 1 ha ' No Be OM CELT tine 25use 
and c2nencerce- or i awher thon actus) a5use. 
Brug S snouts noi be Pt eitaer “innocent” or 

"quilt ty". Patss F retsir250¢ ion of cbuse potenticl 
exists, the deura in question sncuid be sleced in an exprosricte 
schedule cending surener C2ta. 


General Criteria for Scheculing Srucs 
In esteblishing criterie for sc: 
Tale 


buse potential 
the following tyfes of cata ) 


waetaer or not 


actual abuse hss occurred end the. evatianiiit f tne drug; if abuse 
has occurred, the extent and tys2 of eouse, (a) the edility of tne drug 
to produce strcng psychic Ceoercence znd, és ancillery invormatioa, +2 
ability to produce toltrance se chvsic2] c.cencence, (c) the 
indivicu2] toxic T2nifesteti nica ray be‘caserved «hea the crug is 
abused, (d) close chczical 2 narazcclogice? similarity to crucs “hicn 
have been extensively etused ) the usefulnzss oF the crug in sedical 
practice and tne uniqueness the Grug for a particular therapeutic 
indication. 
2 
In utilizing the data for judging ‘he severity of abuse potential, the \. 


following should be consicered: 


A. In the absence of meens of oradicting ebuse ogtential, 
reports of abuse by hus2ns ere er primary lisortence. Such 
aspects 2s extent 97 resorts in tine and ¢zace, perticulerly 
epidenicity, cos2c2, Curavion, route of acctinistretion, and 
intensity of druz-seeking Senaviar are importent. Data to 


be giver heavy weicht are: 


1. Any epidemic, cither in regions ef: the U.S. or in other . 
countries, e.g., pnenuetrezine in Sweden. 


2. Reports of parenteral abuse 


3. Repeated reports of abus2 over severai years. 
Because renorts of abuse ere rot vet systematically 2ccuired - ere 
lareely fortuitous - trey cnly serve in the grossast way at cresent 
as indices of incicence cr trevalence. Thus, considaraale weicnt 
must be placed on the quality of tae case reports. 


1. Evidence of strong esychic dependence such as chronic ingestion, 
i.e., months to a year or more. 


é 
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2. Incestitn tn culticies of the recerscended theras 
f 2 onysician, 


, | 206a : } 
| 


3. Gdtzininz = rom to or more shysici2ns within 2 


pet 7 
thon tnst for wnicn a sinzie srescriotion 


CSIC 
; pericz + tiz2 1635 
— ; is intended, 221 
| . 7 
4. Satzininz StU ron sources otner than charmécies; reseated 
reports Of Lrescriotion crus curcnsses Tron pnarracies without 
a prescription. 
{ 5. Use of drug fer ecurthoria or to maint2in cutenced w Z 
provides other evicence suscesting possibie osyvchic de 
: | 
B. Indivicual menifest2tions of due toxicit, shen the grua is \ 
| ebused are oF ore2t imsortarce in 2tse3stng wnt risk to public \ 
health of the drug's é2us2 potential. ; 
{ e 
| In evaluating indivicu2] reocris, ts be given carticular weignt are: 
3 
1. Case revorts documenting or streangly Surgestive oF toxic 
. psychosis, e.c., C2liriun, D2renoid osycnusis, nallecinaticns, 
: deversonalization. 
/ 
2. Reports of marked excitetion, rerticutarly associated with 
asseultive or other destructive ofhavior. 
: 3. Reoorts of marxed end severely irociring alterations of mood. 
4.- Reports of marxed sociel caterioration. 
Evidence of illicit chinrals cf distribution is én errr. altnovch 
indirect, evidence of risk to the suvlic of a different sort, es weil 
as’ vicence CF 25use rotential, out Selernes Gore in th2 Gomain of the 
Justice C2partment for ev2luation. 
C. Particularly in the ebserce of clearcut reports of human abuse 
the folowing data are given weicnt: 
; 
ie nical similarity to a orctotvre drug, e.a., amphetenines, 
for ci sticulants. in assceciation with: 
Comparable therzpeutic efficacy in humans, e.g., as an2norectic. ; 
Evidence of tolerance developing. ’ ; 
-. ° ; ; 


a® 


5. Evicence of human “liking” ne ‘eilar supjective ev aluation 
as tested in soz fisticates su) j blinded conditions, et 
varying ocsésss- Sarticular weignt will be dieced upon results of 
tests of pzrenterel administration. 
Specific Criteri2 for Senedules 
With respect to scheduling the following criteria will be used 7 the 
schedules indicated. 
For Il: 1) Epidemic eouse, current, or pest, U.S. or foreian, 
or 2} Sporadic but clearcut abuse when great potential for 
individual toxicity exists, and 
Sporadic but clearcut ebuse when therapeutic usefulness is 
very limited, particulerly when alternative agents exist. 
For III: 1) Scanty racerts ‘of zbuse under conditions other than those 
in Il, when individual resorts cleariy ¢ocument: 
a) Chronic self- administration at multiples of the recemsended 
therapeutic dose, , 
and/or b) Relet ively intense drua-seeking bKohavior, @-g-» when subjects 
obtain pre escriztions Zrom multiple phy 'sicians, 
and/or c) The cotential of the divug to be subs -ituted for other known 


in enimz)s to those 
cr exphetenineg, Prosser 


2. Similarity oF e922: colocic erfetts 
aoe A F 


prosuce’ Ly tht cfsle.yes rut 
activity, &o resinezarine release 


- 


zor CNS stizmviants. 


f-inistration in enimals 


seriously ¢erencence-pre. ‘ucing drucs ncu under Schedule II on 
subjects crevicusly d2rercent, e.g., suariects Fre »yjously upon 
amahetenines succesiully suds titutina other corseners ier 
anphe tani nes. 


neperena in nucens or enin2iS, @-C->s socd dcpression 


et cm 0 ees eee e%- © 
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2) In ihe sbsence of documented cezes OF cIcercut currant chronic 
chuse, qfounes for contlusing sy t62logy test ! 20399 13 Vinely 
to present a ris% to ine puslic Neritn coms reale 29 crugs th tne 
croud under 1), exove. 


ants, such grounds include four or more of the fellewing: 


a) amphetsmine- like chesiceal structure 


C 

(i) aggregate toxicity 

(ii) increased rotor activity 

d) evidence of development of tolerance 


e) withdreval phenomena in hurans or enimais, 2.g., mood Jepression 


Detailed creunds for concluding by anzlocy thet risk exist 


F 
i - * ' u* eanal af 
be ceveloved for other classes Of eousatie psyciotigaic a 


se IV? For drugs de: 
than ILI is épsr0p 
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5 e IV rather 
r 
methods indicating. 


] That the substance is not seif-edninisiered by crimates. 
a 


2) Thet the suestance is gected in suvjoctive eveluation or 
: "liking" by scohisticaced sudivets under blinccd cenzitions, et 
hign dosaces by the parentera?! route of coninistratica. 
i 
" It is emphasized that een the predictive value of testing is better 
esteblished, ° ‘ " erugs ray be revoved entirsiy fren the senodules 
if testins tential is mecative. Sut zt oresent it 1s nae 
possivle to “absence OF 25us s72ntial on excorimontz) crouncs. 
a, Hor is ito retict absence cf ebuse aotenti2l on the bess of 
: claired | leglts “rf exderience or even Claisisd edsence of actual 
a 2duse in the Unitad i llieg AV@I1eE ai lity of che2tar alternatives. chances 
i ‘in controls cf the prosacyee drums, formulations, and moces in eruzs 
Bo of abuse are factors ica appear to beer on abuse potential. Exzzrience 
| with phenncirazine, and methoqualcne, for exarigle, has shown that our 
.” ‘ } 
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ienorente Of C2UtES OF styse ef intivids2] ¢rurs end cur imscrtant 
tests mene it cis cerous “5 athenst to prccice essence of ztuse potential 
for certain cl252%5 Gf Criss. 
Ye In the current contest of the ict, Schedule Y is roterved for 
Combinztien of s7sil suestitics oF Cacentence-teocuciny Crust with 
non-essssale ecerv2 © cicin2] ieoredionts, enc for co7~binzticns of 
Cepressznts and Stiimulents with sucstinces waicn vitiete cbuse potential. 
Druzs us for I> to Consicsretioa for Schsculing. 
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One of the matters waicn hes brouont the cuestion cf cru scheduling 
to a haed mes Esen the curren review oF enorectic Grugs. t mas become 
apparent that where2s Some of thas? cruts neve been scneculed very 
rostrictively, @.9.5 the SuphsceTIHss She gee cteczing in Scnecule I, 
others o2Siess eruse and CepEenceaAcs-srcsuelns cotencicl, | cut boing 
in an apprepriéta scnccule. 
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snould o2 notec aha exc2ntion OF tes niaerorne ! drugs, 
thes2 nave 2 ted on by the Stu Exers ittes on Drug 
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The drugs under consiceretion are: 
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dict ivlprecion 

benzanatetin2 

phendi-2trezine 

phenternina 

chlorphontermine ’ A 
clorterminr2 

fenflurenine 

f.izindole 


commended for scheduling in Schedule Tift with the exception 
in2, which is recommenced for Scheczule IV. 


In brief, these ¢crugs are: 
1) All effective anorect* cs; 
2) E cept ter mezindole, all chenical congeners or aizphetamines; 
3) Except for fenfluraaine, all CNS stizulants in anircals; 


4) Characterized by the develor ent of tolerance. 
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Interview of Edward PASTOR on Decenber 9, a976 h Se ee ik : 


}} —Teteevtee 


ae | DETAILS: ston Sale Re Npctoes, neh ames pine 
1. Reference is made to Special Agent Josoph Vigna's Repore of Investigation, 
Hovenber 25, 1974, reflecting that a Subpocna was fesued to Edward PASTOR to 

appest before the “rand Jury 1) the Southern District of Kew York on Decexper 


10, 1974. 


. 


| 
2. On December 5, 1974, Edward PASTOR telephonically contacted Special Agent 
Vigna and advised him that he was entering the hospital on Necember 10, 1974 
for on examination and requested that the date of his appearance before tue 
Grand Jury be changed. Edward PASTOR agreed to cone to the New York Regional 
*. . Office, DEA, oa Decenber 9, 1974, in emer of rites iia before the Crand one 
on Deceuber 10, 1974. : iS : ; 
gS At Ree Re 10:10 A. aie Sisal 9, “1974, at hk Kew York Resionsl 
~ Office, Special Agent Vigna, vitnessed by Special Agent Alfred Cavuto, advised 
' Edward PASTOR of his righta per DEA-l3a. PASTOR states sie he serereee his 
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rights. : ate cent 
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- Ae Special henie Wiawe ‘told PASTOR that he | was under ane et ym illegal — 

diversion of controlled drugs onto the 11licit macket. PASTOR admitted that he 

‘| and Martin WETNER vere partners in the illegal sale of drugs. PASTOR stated thac 

> be and WEINER Lought these drugs fron WINGATE SALES, Charles FERNALD, Ira SAC&S, 
and from DANDURY PHARMACAL, and sold them on the illicit market. ; 

5. - PASTOR alse stated that he and PASTOR vent to DANBURY PHARMACAL to pick-up 

- drugs, and paid cash se the drugu to cither Douglas DERRY or Ira SACKS. — 

w would only say that SACKS knew the cales were for the illicit market. PAST 

¥. odufitted paying cash ta FERNALD for the drugs ordered from WINGATE with cll 
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REPORT RE 


Interview of Edward PASTOR on February 26, 1975 
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'” DETAILS: : 5 ad eR NS ad pee ee: \ 
| | 


1. Reference is nade to Special Agent Joseph Vigna's Report . < Investigation, dated 
Decenber 10, 1974, reflecting PASTOR'S intervicw on Decerber 9, 1974. 


' 2. At approximately 10:00 A.M., Pebruary 26, 1975 at, the Rew York Regional Office, 
PASTO! wes 1it4rviewed concerning his involvement inXthe diversion of controlled sub- 
atances from’WINGATE SALES, Kew York, New York ond DANBURY ./HARMACAL, Danbury, Conn. 

‘ Prior to the interview Special Agent Joseph Vigna, witnessed by Group Supervisor 
‘Marry P. Weinkauff, advised PASTOR of his rights per DEA-l3a. PASTOR stated that 
he understood his.rights. PASINE 1ias questiohed’cn the particulars of the transactions 
between himself ,“Hartin WEIIR,“ira SACKS and’Charles FERNALD. PASTOR gave evasive 
and very general answers and attempted to minimize his role in the conspiracy. 
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THLE PLALINEENENINN: MIE TD OU “AL. COLE O, & TMOSPTENE. ( Me MUNDELL ETA 
TWO-THIRTY NORTH BROAD STREET PHILADELPHIA, PENNSYLVANIA 19102 
DIVISION OF NEPHROLOGY AND HYPERTENSION 
September 25, 1975 
Mr. Richard H. Kuh 
Kuh, Shapiro, Goldman, Cooperman, and Levitt 
800 Third Avenue 
New York, Ne: York 10022 
Dear Mr. Kuh: 
s Mr. Edward Pastor was hospitalized at Hahnemann Hospital from March 19, 1966 
4 to April 30, 1966 for an acute myocardial infarction. 
He sustained a second attack on July 5, 1966. 
Following these two episodes, he was put on long-term anticoagulant therapy 
and coronary dilators. Recurrent episodes of angina continued. 
, From March 22, 1967 to April 6, 1967, he was hospitalized at the Pennsylvania 
Hospital for another myocardial infarction. 
Ny Since that time, he continued to have symptoms of coronary insufficiency. 
A During the years, 1973-1974, angina attacks continued and became more severe. 
2 Or, October 2, 1974, he was hospitalized again at the Hahnemann Hospital for 
erescendo angina and impending cardi infarciiou. It was our opinion that al- 


though the ar.gina was severe, no nfare 
After discharge, it became evident that Mr. Pastor was developing essential 

+re 

uu ~ 


hypertension with hypertensive cavdiovascular disease, and he was tr ated with 
diuretic and propranolol. 
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Richard H. Kuh 
September 25, 1975 
Page 2 
During the month of September, 1975, his preco .al paia increased and was 


ep 
present both at rest and during exercise. 


s hospitalized at the Hahr 
res ° 


5 


On September 11, 1975, Mr. Pastor w nn Hospital 
again as an emergency, because of unstable n LY) eecdnnie: He 
was admitted to the coronary care unit. Serial electrocardiograms revealed severe 


coronary artery disease. 


Cardiac cathete lete occlusion 
of the right coronary f the left coro- 
nary artery with the lowe gmen it ‘ i } j >ral circulation. 
There was evidence of 5 ; 1ag : i with hypokinetic ventricu- 


lar contractions. 


ten ; -h 4 +4 + aAtran =| : neu ; 7 : Anacy ar _ to 
The diagnosis at this time 1s advanced, irreversible corona:y artery disease, 
) 4 


re myocardial 


with crescendo angina and impending myocardial infarction with sever 
insufficiency. 
The patient has been put at limited activity and heart surgery is considered 


within the next 4-5 nonths if the clinical picture stabilizes. The prognosis is 
extremely serious. 


If there are any questions, or if I can be of any further help, please dco not 
hesitate to contact me. 


Sfokols O16, C7 


Onesti, M.D. 
ssor of Medicine 
Department of Medicine 
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TWO-THIRTY NORTH BROAD STREET PHILADELPUTA PENNSYLVANIA 19107 
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DIVISION OF MIPHEOLOGY AND HYFTRICNSION 


November 6, 1975 


Richard H. Kuh, Esquire 

Kuh, Shapiro, Goldman, Cooperman, & Levitt 
800 Third Avenue 

New York, New York 10022 


In answer to reques 


a t of the clinical condition of Mr. Edward Pastor, 
I can now add the following in 


formation on his therapeutic regimen. 
Since October, 1972, Mr. Pastor has received daily treatment with: 


propranolol 

Dy azide 

isosorbid dinitrate 
chlordiazepoxide 
phenobarbital 
clobiferate 
meprobamate 


AAW owNh re 


Some of these drugs, used alon., but particularly when used in combina- 
tion, result very frequently in loss of mental alertness, drowsiness, disorien- 
tation and mental confusion. 


I hope this information will be useful to you. If you have any further 
questions, please do not hesitate to call upon me. 


Sincerely yours, 


[7 - 
Se dlr Car thr’ 
Gaddo Onesti, M.D. 
Professor of Medicine 
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\ October 8, 1975 
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Richard ll. Kuh, Esq. 
Kuh, Shapiro, Goldman, Cooperman 


& Levitt! P.C. Po 
800 Thir’ Avenue 
ane New York, New York 10022 ° . 
\Ret United States v. Pastor and Meiner, 
? 73 Ge. 730 


Dear Mr. Kuh: / 


” I have your September 26, 1975 letter to me, 
. together with your October 2, 1975 letter to Judge Motley. I 
| appologize for not answering your September 26 letter carlier. 
However, as you know, I am on trial. . 


Your September 26, 1975 letter sets forth several 
reacons why you believe the Government should join defense 
counsel in requesting that Judge Motley extend the time for 
defense motions in this case. As you will'see from the 
following, the Government has provided, or will shortly 
provide, all answers and materials that it appears you 
genuinely need to make your pre-trial motions. Accordingly, 
I see no reason for the Government to join in an application 73 
to extend the time for the defendants to make their motions. Bes 


/ 
<4 
oe'2 1ofEfr5-F2e™ No LnclasKee 3. 
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Richard H. Kul, Esq. -2- __ October 8, 1975 


Points 1 and’7 of your letter ask that the Government 
turn over /Brady materiale before the defendants make their 
pretrial /motions, so that the defense may move for any 
materials they believe they are entitled to receive under 
Brady / but ‘that the Government does not voluntarily turn 
over,/Brady materials moré’ than three months prior to trial. 
Absent certain unique circumstances, there is no requirement 
that Brady material be ‘turned over prior to trial. I know 
of no material in this tdse that must be turned over before 
trial. Accordingly, I believe that your request for Brady 
materials at this early stage of the case is premature. 


However, the Government does undertake to voluntarily 
turn over any Brady materials sufficiently far in advance of 
trial so that you will“have adequate time to make the use of 
them to which you are entitled.” ~ pa a 


Point 1 in your letter also requests that the 
Government turn over Rule 16(b) materials prior to the 
defendants' pre-trial motion, so that the defendants may 
know whether they need to make a Rule 16(b) motion. At our 
September 22 meeting I promised to turn over all the Rule 
16(b) materials that you requested. Accordingly, I do not 
believe there is any dispute between us on this point, and I 
don't believe you will «eed to raise this point in your 
motion. bie e & : 


In Point 2 of your letter you request a bill of 
particulars stating where certain events occurred in order 
to make a venue motion. TI believe that this reques* is 
reasonable and I will prepare such a bill this week-end. 

(In passing, I believe your letter errs in indicating that I 
agreed to give the names of persons who were present at the 
time various actions took place.) ~ ~ ; . 


Point 3 in your letter is answered by copies of 
your client's statements which are enclosed. Points 4 and 6 
are answered by my September 22, 1975 letter. (Due to an 
administrative mix-up in this office, this letter was not at 
mailed until after September 22 and probably had not been _. pe 
received by you when you wrote your September 26 letter.) an oy 
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Richard H. Kuh, Esq. se -3- October 8, 1975 


Point 5 of your letter assumes that the Court will 
lcok beyond an indictment and examine the strength of the 
Government's evidence in a pre-trial motion. Since I do not 
believe the Court will do this, I do not believe it necessary 
to provide the materials you request in this Point. 


In summary, the Government declines to join in 
your request for an extension because the Government has 
provided, or will shortly provide, all answers and materials 
that it appears you genuinely need to make your pre-trial 
notions. 


Finally, your October 2, 1975 letter to Judge 
Motley states that you have not yet received the materials 
that Judge Motley directed the Government to turn over by 
September 26. As I informed you in my September 26, 1975 
letter, these materials were mailed to me from Washington, 
D.C. on September 25. Towever, I have not yet received the 
materials. Today, I initiated new inquiries to determine 
what has happened to them. As soon as lI receive the materials, 
they will be forwarded to you. 


"* Very truly yours, 


PAUL J. CURRAN 
United States Attorney 


Assistant United States Attorney 
Telephone: (212) 791-1984 


cc.: Honorable Constance Baker Motley 
United States District Judge 
United States Courthouse 
Foley Square ¥ 
New York, New York 10007 


W. Donald Sparks, Esq. 
Legal Arts Building 
Front and Leman Street 
Media, FP2nneylvania © 
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" UNITED STATES COURTILIOUSE | Sie i Be ce 
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NEW YORK, N. Y. 10007 ae 
75-2637 pes 
| 
September 22, 1975 | 
| 
Richard Kuh, Esq. 
Kuh, Shapiro, Goldman, Cooperman a 
and Levitt, P.C. i, 
800 Third Avenue . 
New York, New York 10022 — 
W. Donald Sparks, Esq. 
Legal Arts Building 4 
Front and Leman Streets 
Media, Pennsylvania } 
es 
Re: United States v. Edward Pastor, IX 
73 Cr. 7533 (C.B.M.) — os 
Same 
Gentlemen: ' 
This letter is written to confirm our discussion 
this afternoon about discovery in this case. 
On behalf of the Government I agreed to supply : 
the following: 
' 
, : 
1. copies of all written and recorded statements 
made by your clients to representatives of the Government 
after commission of the crime, and the substance of any aA 


oral statements by your clients to Government representatives 
after commission of the crime, which the Government intends 
to offer at trial; 


2. relevant documents within the possession, 
custody, or control of the Government on which the Govern- 
ment will rely; 


3. FBI fingerprint records showing your clients' 
criminal records; 


bc! 10/3/05 fay-mark 


» 


etite ea” 7, wy, all 7! 


13a 


Richard Kuh, Esq. 
W. Donald Sparks, Esq. -2- September 22, 1975 


&. a bill of particulars giving the date, time 
and place of occurrence for each of the overt acts listed 
in Count One of the indictment and for the crimes specified 
in Counts Two through Five. 


During our discussion lI informed you that the 
Government did not utilize any electronic surveillance or 
wiretap in connection ith this case. In addition, I under- 
took to determine whetner the Drug Enforcement Administration 
or United States Attorney's Offices in Manhattan or Philadelphia, 
Pennsylvania have used electronic surveillance or wiretaps on 
your clients in any connection; (2) since the phendimetrazine 
and phentermine in this case were never seized by the Govern- 
ment there are neither samples nor lab reports; (3) the 
Government will supply Jencks Act material and any criminal 
record of a Government witness at the beginning of the day 
on which that witness is expected to testify, unless this 
material is so extensive that it cannot be digested in the 
time prior to cross-examination of the witness -- in which 
case the material will be supplied earlier. 


Finally, the Government agrees Co the taking of 
Dr. Horace Johnson's deposition prior to trial, provided that 
the deposition is conducted under the supervision of a 
Magistrate or other cour’ officer. 


Very truly yours, 
PAUL J. CURRAN 


United States Attorney 


a ae we Oe 
JOUN TIMBERS 
Assistant United States Attorney 
Tel. No. 212-791-1984 


es 
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Richard Kuh, Esq, 
W. Donald Sparks, Esq. -2- September 22, 1975 


cc: Hon. Constance Baker Motley 
United States District Judge 
United States Courthouse - Foley Square 
New York, New York 10007 
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UNITEC STATES OF AMLRICS AFFIDAN IT 
-V- : 75 Cr. 753 (CBN) 

ENWARD PASTOR and 
MARTIN WEINER, 

Deferdants 
ee ee ee x 
STATE OF MARYLARO ) 

$3.2: 

COUNTY CF MONTGOMERY ) 


WILLIAM W. YOORA, being duly sworn, cepecses 


ur I am Associate Chief Counsel for Drugs of 
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the Food and Drug Administration, (hereina 


United States Department of Health, Education ane welfare 


™ . ~ we - . 9 T , + 

hat seexs to dis s the indictment Specificaeliy, I suvmit 
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this affidavit in oppositic. to thet part of defendant s 


motion to dismiss that aileges that the Attorney General 


did not consider the eight factors specified in 21 U.S 


V/ 
a 


63it(c) anen he directed that phendimetrazine and nhenteraine 
\c) 


be claced in Scheduies III and [V, respectively 

3. “I was an attorney in the Cffice of Chief 
Couns21, 2ureau of Narcotics and Dangerous Drugs (hereinafter 
“ENDD"), United States Department of Justice, frem 197) to 


1974. From 1972 to 1974 my title in that officews 


Assistant Chiaf Couns’... ; o oo 


; 4588 


drafting 


4. In 1971, I was responsible for the 


and promulgation of the regulatio: (now codified in 
the proceu ‘res and 


21 CFR Parts 1308 and 1316) governing 


requirements for scheduling, rescheduling, and decontrolling 


substances, pursuant to sections 811 and 812 of Title 21, 


United States Code Subsequently, I participated in 


gathering information and giving legal advice in connection 


with the 1971 transfer of amphetamines and related 


substances from Schedule III to Schedule II; the 1972 


transfer of certain barbiturates from Schedule III to 


Schedule I1; the 1972 placement of certain hallucinogens in 


Schedule 1; the 1972 transfer of etorphine from Schedule I 
to Schedule 11; and the 1973 placement of methaqualone in 


Schedule II; 4s well as the reschec _ling of ohentermine, 


phendimetrazine, and six other anorectic drugs in 1973. 


As a result of this experience, I was, and still am, 


familiar with the procedures followed by the Attorney 


General and his delegates in placing drugs in the schedules 
set forth in 21 u.S.C. §812. } 


5. The At rney General has delegated his power 


to schedule drugs to the Director of the BNDD. From 1968 


to June 30, 1973 the BNDD Director was John E. Ingersoll. 


6. Section 811(c) of Title 21 specifies 


eight factors that the Attorney General or his delegate 


must consider when scheduling @ ‘rug. Section 811(b) 


specifies that the Secretary of HEW shal? evaluate those 


factors in Section 8ll(c) that are scientific and medical 
in nature, and that the HEW Secretary's recommendation on 


scientific ana sedical factors shall be binding on the 


Attorney Gereral. 


The HEW Secretary has delegated his power 


once Ser mete Sh seenhoen ee 


43S a 


ane to evaluate and make binding recommendations on the 


Ebaby scientific and medical factors in 4 scheduling proposal 


n —= _—_—-= 


de to the Assistant Secretary for Health. (21 CFR 2.120). 


7. From 1971 to 1974 the BNDD Director made 


his decision to schedule a drug after receiving oral and 
written presentations from a committee appointed to evaluate 
the proposal. Members of such a committee would represent 
those parts of BNOD whose work concerned collecting and 
evaluating data relevant to the criteria set forth in 
21 U.S.C. §§811 and 12/ Generally, several members of a 
committee would represent BNDD's Office of Scientific 
Support, in particular, its Drug Control Division f*stio*}. 
| whose function was to analyze pharmacological aspects of 
the drug considered for scheduling and to receive and 
evaluate reports of the drug's abuse that were generated 
by the medical community. Other medical evaluation of a 
scheduling proposal was provided to committee by BNDD's 
Chief Medical Officer. Also represented on a committee would 
be the BNDD Office of Compliance ("ENAR") which was 
concerned with appraisal of tne diversion and illicit 
traffic in legitimate drugs. A representative of the BNDD 
Chief Counsel's office on the committee would supervise 
legal aspects of the scheduling proposals. 
8. I represented the Chief Counsel's office on 
a the comatttes that advised the BNDD Director about the 
1973 scheduling proposal ‘or anoretic drug products (i.e., 


> products used for weight reduction in the treatment of 


obesity), including phendimetrazine and phentermine. 


{ 


isbiaancciabe seme On a - . 


9, During early 1972, HEW-FDA informally 
netified BNDD that HEW-FDA was engaged in a major 
review of all anorectic drug products. Late in 1972, 


HEW-FDA orally advised BNDu that HEW-FDA might recommend 


—_—_— 


that the Attorney General place certain anorectic drug 
products under controls provided by 21 U.S.C. §812. In 
December, 1972, depresentatives of the FDA testified 

before the Subcommittee on Monopoly of the Senate Judiciary 
Committee about the HEW-FDA's anorectic drug review. In 
this testimony, HEW-FDA representatives announced that 
HEW-FDA had completed the most thorough, extensive, and 
comprehensive review of any class of drug products ever 
undertaken by HEW-FDA, including 206 scientific studies 
involving over 9,000 human subjects and related animal 
studies. The results of this study, were contained in 
1,100 volumes of data. HEW-FDA, working with an advisory 
group of non-government medical experts, concluded that the 
drugs had limited but positive effectivenss in weight 


reduction. HEW-FDA also announced that it would recommend 


placement of most of the unscheduled prescription anorectic 
drugs, including phendimetrazine and phentermine, in 
Schedule III of 21 U.S.C. §812. At this same hearing, members 
of the independent group of experts testified that they had 
advised FDA to recommend placing all anorectics in Schedule II. 
10. Upon learning about the HEW-FDA scheduling 
proposal, the committee to advise the BNDD Director about 
this proposal commenced reviews, through various BNDD units, 


of data and information available to them on unscheduled 


anorectic drug products. Thus members of BNDD's SCID Unit 


141a 


conducted preliminary studies of scientific 2nd medical 
aspects of some of the anorectic drugs being evaluated 
by HEW-FDA so that those SCID members could familiarize 
themselves with the drugs, in case HEW-FDA should recommend 
that the Attorney General place these drugs on schedules. 


- 


The SCID Staff members familiarizing themselves with 


anorectic drugs did not have access to much of the raw 


data regarding drug safety that FDA was using in its study 


aN 


because FDA considered this information to be a trade 
secret information that was barred from disclosure by 
_ 21 U.S.C. §331(j). Accordingly, the staff members did not 

do a full work-up on the drugs they were studying, and the 

l SCID staff did not attempt to formulate a staff position 

on the scientific and medical aspects of these drugs. In 
general, the familiarization studies by SCID staff members 
were inconclusive, and the scientists conducting the studies 


~ — — 


felt that the information available to them was insufficient -— 


* 


to justify a recommendation for control or to support-a 


— 


minim « 


recommendation against control. 


11. %In early 1973, HEW-FDA published in the 
\ Federal Register a notice of its findings on the effectiveness 
(wr of anorectics. (Federal Register, Vol. 38, No. 28 - Monday, 
{ February 12, 1973: annexed hereto as Exhibit 1). 


12. In February HEW-FDA recommended to the 


Ne te 


Attorney General that seven of the anorectic drugs (including 

| phendimetrazine and phentermine) considered by the HEW-FDA 

: in its efficiency studies be placed in Sc-hedule III. 

| (February 15, 1973.letter from Richard L. Seggel, H.E.W. 
Acting Assistant Secretary for Health, to John E. Ingersoll, 


Director, BNDD: annexed hereto as Exhibit 2). Attached to 


L4ka 


HEW-FDA suggested might be of “possible utility" to 


BNDD and “a basis for further discussion." 


1% The HEW- FDA eeryeneeret es was made 


pursuant to 21 ‘U. $. Cc. 5811(f) whitch authorizes the HEW 2 

Secretary to notify the Attorney General when @ new- drug ad 

application made to the HEW-FDA «concerns a drug.that has oe : 
° AA 


a stimulant, depressant or hallucinogenic effect on the 
central nervous system. (An alternate procedure for 
commencing the scheduling process is set forth in cl U.S.C. 
§811(b) which authorizes the Attorney General to initiate 
scheduling proceedings after requesting that the HEW 
Secretary make a scientific and medical evaluation of the 
drug and after requesting that the Secretary give his 
reccmmendation about whether, and how, the drug should 
be controlled.) 

14. After the HEW Assistant mecretary's 
February 15, 1973 recommendation was received, BNDD staff 
members assembled information about abuse, and the potential 
for abuse, of the drugs recommended for scheduling. This 
information showed that in the short time since amphetamines 
had been placed in Schedule II in 1971 unscheduled anorectic 
drugs, including phendimetrazine and phentermine, were 
increasingly becoming the subjects of criminal drug traffic. 
From the drug abuse information gathered by the committee, 
it appeared that the anorectic drugs were being used by 
drug users to replace amphetamines, which had become more 
difficult to obtain since they had been placed in Schedule II. 
Examples of information showing this trend included: Law 
enforcement officers in Texas reported recent investigations 
involving criminal trafficking in phentermine and phendimetrazine 


by physicians. Othe. states reported the increasing appearance 
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of phendimetrazine and phentermine in illicit traffic, and 


several wholesalers and retailers reported phentermine 
thefts in situations that indicated that the purpose of the 
theft was criminal distril -ion or abuse of the stolen drug. 
Truck drivers appeared to be taking phentermine for non- 
medical purposes. Experimental ,use among members of the 
"Drug culture" was being noted with greater frequency. One’ 
such drug abuser reported that she and her colleagues 
considered phentermine to be a "raunchy" substitute for 
speed -- to be taken only when speed was not available because 
phentermine was a "bummer." Drug treatment programs 
reported that phentermine now had a street name, also 
suggesting that phentermine was becoming very familiar in 
drug abuse circles. (Memoranda recording BNDD staff 
analyses of abuse, and the potential for abuse, of 
dhendimetrazine and phentermine are annexed hereto as 
Exhibit 3.) 

15. The apparent substitution of unscheduled 
anorectic drugs including phentermine and phendimetrazine, 
for amphetamines and p nmetrazine in late 1972 and early 
1973 corroborated HEW-FDA medical and scientific findings 
shout tne close similarity of all of these drugs in chemical 
structure and pharmacological profile. Nevertheless, the 
BNDD SCID staff members who had conducted the preliminary 
familiarity reviews of the unscheduled anorectic dru 


(described in paragraph 106 above) were not satisfied by the 


February 15, 1973 HEW-FDA recommendation letter and the 


re 


attached materials, which they felt were not sufficient 
standing alone to support a scheduling proposal. This 


matter was discussed on March 13, 1973 at a meeting of the 


committee appointed to evaluate the scheduling of anorectic 
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drugs. Believing that the very extensive review which 


HEW-FDA had conducted must contain considerable relevant 
data which Fac +e seein Sufp. tcc 86 ouoo, the committee 
decided to return to HEV-FDR to determine whether HEW-FDA 
did indeed have additional data which would justify findings 
by the Director that the drugs were sufficiently similar 

to amphetamines to warrant scheduling. 

16. In the middle of March, 1973, HEW-FDA 
supplied scientific and medical documentation about the 
scheduling proposal. This documentation supp! emented the 
materials that had been attached to their February 15, 1973 
recommendation. (The materials to the February 15, 1973 
letter are annexed hereto as Exhidit 4. The supplementing 
materials received by BNDD in Mid-March 1973 are annexed 
hereto Exhibit 5). Then, late in March, Or. Robe Zendzian 
of SCID, Or. Robert Potrepka, also of SCIO, and I met with 
the HEW-FDA officials who participated in the HEW-FDA 
efficacy study of the anorectic drugs proposed for control. 
We discussed the full range of HEW-FDA documents ana 
testimony which HEW-FDA possessed on the scientific and 
medical aspects of all anorectic drugs. Based on these 


\--— 


interviews and document analys@s we cong luded that these 


— __—_—_—_ im a es 


witnesses and documents did prov tem scientific and medical 


—_— _— 


information that would clearly be sufficient to support 4a 


determination by the Director to schedule the “drugs, as 
recommended by the Assistant uEW Secretary for Health. 

17. On April 3, 1973, gNOO Director Ingersoll 
met with the anorectic drug scheduling committee and other 
staff members who nad assist2d in gathering and evaluating 
material for the decision on the HEW-FDA proposal. At 


this meeting, representatives of each bNOD office involved, 


made an oral presentation of the data his office had gathered 


and evaluated. The Director had in front of him an 


e- 


April 2, 1973 memorandum with at 
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tachments, prepared by me, 


but no other documentary presentat’ on was made. (The 


a 


P|ete? Bt cul 


ed Serotea as Exhibit €). 


lnese oral presentetions specifically included the 


March 30 inverviews with HE'N-FCA 


officials, regarding the 


available evidence on the pharmacological effects and other 


medical and scientific aspects 0 


f the drugs. The staff 


also reviewed, for the BNOO Director, information regarding 


abuse patterns and the significa 
emphasized were the parallels be 
with the marketed, unscheduled a 
phendimetrazine and phentermine, 
of amphetamine abuse in the Unit 
was also presented with an asses 


resources of regulating the unsc 


18. AE THe conclusio 


the BNDD Director found that the 


—_—_- 


evidence to justify the Director 


anorectic drugs in Schedule II, 


nce of the abuse. Particularly 
tween the current situation 
norectics, such as 

and the early appearances 


ed States. The Director 


——-— - 


sment of the impact on BNOD 
heduled anorectic drugs. 
n of the April 3 meeting, 


re was not sufficient 


placing the asawabbted 


but that evidence was 


sufficient to justify placing the drugs in Schedule III. 


The Director also determined tha 
commit considerable BNDOO resourc 
over the scheduling of these dru 


directed me to meet with manufac 


response to scheduling the arugs. 


t he was not willing to 


es to protracted litigation 
gs. Mr. Ingersoll therefore 


turers to determine their 
ae : 
yee haw 


19. During the next month I met with ssiahentudes 


of the anorectic drugs that the 


Director had determined 


should be scheduled. I explained to the firms that, after 


reviewing potential for atuse, ™ 


information, the Director was pr 


edical and scientific 
epared to follow through on 


- An » ere ar dn. 


\ Tay Cevcly 
- T waTe.A 


= ¢--—— 


« 


. 
“ise 
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the HEW-FDA'’s recommendation to place the anorectic drugs 


in Schedule III, unless the manufacturers cou'd present 
evidence as to why their individual drugs should not be 


scheduled. Only two manufacturers returned information in 


— —— 


response to my presentation. In fact, the information 


submitted by these two manufacturers was ready in the 
HEW-FDA files and had been considered by the HEW Assistant 
Secretary in making his recommendation. 

eae —20;--0n May 1, 1973, the Director signed notices 
of proposed éétenakiveter stant unscheduled anorectic 
drugs. (The notices for phendimetrazine and phentermine 
are annexed hereto as Exhibit 7). Since these two notices 
are substantially similar, this affidavit will discuss only 
one of the notices in detail - the phendimetrazine notice. 

21. In the phendimetrazine notice the BNOD 
Director recited the materials that the committee had 
reviewed and on which it had reported to him. The Birector 
then stated the conclusions that he had drawn from the 
committee's presentation. 


oh Phendimetrazine is chemically 
similar to and related to the other 
anorectic druqs being proposed for control, 
and to the amphetamine, methamphetamine, 
and phenmetrazine sudstances currently 
listed in Schedule II. 

"(2) Phendimetrazine has a pharmacological 
profile which is similar to the.other anorectic 
drugs being proposed for control and to 
amphetamine, methamphetamine, and nhenmetrazine. 
This general similarity suggests that all of 

these drugs may be reasonably substituted for 
each other for therapeutic or abuse purposes. 
"(3) Phendimetrazine is covered 
by a new drug application approved the Food 
and Drug Administration for use in treatment 
{ of obesity. 
. i 
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"(4) Products containing benzphetamine, 
chlorphentermine, diethylpropion, phendimetrazine, 
or phersz". uv. san garheted in the United 
States for several years. In the last 6 months, 
certain of these products have teen rc;urtce 1s 
the subgert ef thesis, diversion, illicit sales, 
and abuse. Quantitatively, this data does not 
suggest a widespread problem at the present time; 
qualitativeiy, the data indicates a trend to 
methamphetamine in abuse circles. This reinforces 
the belief that abuse of the pharmacologically 
similar druas will increase as the amphetamines 
and methamphetamine become less and less 
available. 

"(5) The legislative history of the 
Controlled Substances Act makes clear that the 
Bureau is to schedule drugs tased upon their 
potential for abuse, and ‘should not be required 
to wait until a number of lives have been 
destroyed or substantial problems have arisen 
before designating a drug as subject to controls.’ 


Based upon this assessment the Director 
concluded that: 

“control of all anorectic drugs is desirable 

at this time to’Tnsure that they will not 

become widely abused. This scheduling will 

fulfill the Congressional mandate to act 

before substantial problems have arisen." 


22. No objections were received and phendimetrazine 


was placed in Schedule III pursuant to an order filed on 


- 


' —-- June 12, 1975 (annexed hereto as Exhibit 8) in which the 


—_—XS- 


Director made the following findings required by 21 U.S.C. §812(b): 
—— 

—— "), Based on information row available 
phendimetrazine has a potential for abuse less 
than the druas or other substéences currently 
listed in Schedule I!. Although chemically 
and pharmacologically this drug is closely related 
to the other anorectic ¢rugs now being controlled 

eS: ‘ and to the stimulants now listed in scheduie II, 
(SY abdyt present data resarcing excessive usage, diversion, 
~~ illicit sales, and abuse of phendimetrazine is 
\uns eee” not substantial enough to warrant a finding that 
it has a potential for abuse equal to the 
stimulants in schedule Il. 
awl, “2. Phendimetrazine has a currently accepted 
: medical use in treatment in the United States. 


"2. Abuse of phendimetrazine may lead to 
high psycholcusical vependence." 
2 \aw- 
SR We Rt \Gaawe 
Aw aburt— 1 
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23. One objection to the proposed scheduling of phentermine 
was received. (The objection was filed by Pennwalt Corporation, a 
phentermine manufacturer. ) Accordingly, on June 12, 1973, when the 
Director ordered that phendimetrazine, and other drugs being considered 
for scheduling, be placed in Section 812 schedules, his order did not 
include phentermine. Instead, preparations were becun for 4 hearing 
to be held pursuant to 21 U.S.C. § 811(a), on Pennwalt's objection to 
the Director's proposal to schedule phentermine. However, BNOD was 
concerned that phentermine could be a target for abuse while the hearing 
was being conducted. Therefore, the Director asked Pennwalt -- the only 
objector to placing phentermine in Schedule III -- whether ponent wou 1d 
object to the Director placing phentermine in Schedule IV for the duration 
of the hearings. Pennwalt stated that it had no objection. 

24. Since the pertinent regu latory controls in Schedules III 


and IV are substantially the same, and the legal procedures for placing 


- drugs tn the two scheduies are identical, the Director construed 21 U.S.C. 


§811 to authorize the May 1, 1973, notice which proposed placing 
phentermine in Schedule III as the Notice of Proposed rulemaking for 
plactng phentermine in Schedule IV. Since Pennwalt, the only objector 
to a Schedule IIT placement, consented to the Director's new proposal, 


there were no objections to placing phentermine in Schedule IV. Nonetheless, 


BNDD staff members consu) Ited with manufacturers of phentermine’s 
competitors, and determined that these manufacturers did not oppose 
placing phentermine in Schedule IV. 

25. The Director made the following findings concerning 
phentermine in an order that he signed on July 6, 193s (38 Fed. Reg. 
18013; annexed hereto as Exhibit 9): 

"). Based on information now available, 
phentermine has 2 low potential for abuse relative 


to the drugs or other substances currently listed 
in Schedule ITI. 
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"2. Phentermine has a currently accepted 
medical use in treatment in the United States. 

"3. Abuse of nherternmine ray tead to 
limited psyciciczyicei cezendence relative to 
the drugs or other substances in Schedule III." 


Accordingly, the Director announced in the Notice that he had placed 


phentermine in Schedule IV. 

26. Pre-hearing conferentes, discovery and motions on 
Pennwalt’s objection to placing phentermine in Schedule III were 
conducted in late 1973 and early 1974. 

27. I left the Chief Counsel's office early in 1974. 
On tnformatton and belief, Pennwalt and BNDD thereafter agreed during 
the course of pre-hearing proceedings, tha BNDD would not then press 
tts proposal to place phentermine on Schedule III, but that phentermine 
would renatn tn Schedule IV as prevtously announced in the Director's 
order issued June 12, 1973, and along with the other newly, schcduled 
anorectic drugs, would be further evaluated 18 mont... after June 12, 
1973. A review of the propriety of placing phentermine on Schedule IV 


was commenced in the spring of 1975, and is still continuing. 


WILL TAM We VODRA 


Sworn to before me this 
day of January, 1976 


Tithe 21-~Food and Drugs 


CHAPTER 1—FOO9D ANS DRUG ADMINIS- 
TRA TION. CEJAZTTYINT OF HEALTH, 
EDUCATION, AiiD WELFARE 

SUBCHAPTER C—ORUGS 


PART 130-—-NEW DRUGS 
Amphetamines for Human Use 


On Auyust 6. 1979. there was published 
in the Fescs.t Rrotsiia 135 FR 12652) 
$139.46 ecuceImicy amrcetamines and 
their salts and levainiccamine and it 
salts. Section 139.46 required tne submis- 
sion of new drug applica:ions for amphet- 
emine or Cesncreamshetamne and ther 
ealts as & Comditicn for continued mar- 
keting. The new crus appiications were 


tAvachment A Sted a5 part of the crigiaal 
Gocum Bt 8 


to contain evidence of eficacy, includ- 
tmg eSicacy in the treatment of ob-sity. 
irruant to that r=vuirement 166 new 
drug arp: Cations fcr cmnierer.ines OF 
amphetamine univuLr ys aruzs were re- 
eived. Tat tasirsis of the Cata sua- 
rutted CcAttrmns <.2 amphetamine 
and other, nonmsrapnciamine enorect. 
rugs generally suppor-.ea the eticacy of 
anorectic druzs. Use of the crus in otese 
patients Was a‘sotiatea Sith more we-g.it 
loss than was diet alone. The dezree of 
extra weizht toss was small ia fow tentos 


of 4 pound a cek in many cases), varia- 
tions were great. 2nd the rat f we: sht 
loss decreased aitcr the Arrt weeks of 
therapy. 

On tae basis cf in2 currenti7 availabic 
evidence the Ccmmissicner conclic- 
that oral dosage forms cf ampheta 
and/or d2xtroamnattamine are este 
tn the m7nacti4. Nagenous cb 
@S a@ short tm 
in a remimen of re 
on caloris restrictic 
whom obeti:: refractory to other 
measures. 4:.-ronriate notices concern- 
ing sucht druts tnicn have been reviewed 
in toe Druxy EL Study will be pub- 
Yahsé in the Froenat Recister. 

Use of amphetamines for ‘cng pe- 

92s of time mar to diug derend- 


ence ana ‘ a ey eyes 


WITS oS OF? Wels LOT. Fersisicnce 
of abuse uncer condition 1s of marketing 
descriced } rT. lead toe Commis- 
sioner to take further stops to resirice the 
use of these druvs. 

No data hive seen received previding 
ne cf eli~tiveness of 


irs. Acvording’; 


we 36 98 Ile 
> “< res wrmnng approved 
ut seoieetians, 


FLOEPAL REGIETLE, Vet 


7 « 
£ - L 
aeincm! pana iebs 
fodsial registe 


Area Code 202 


On September 3, 1971, a Drug Efficacy 
Stucy Linplementat.on notice was pub- 
Irhned ia tice Focreat Precizre2 (36 FR 
17653) stating that methamp.:etamine 
hydrochloride injection (intended for 
other than anorectic indications) wes 
Tegarded as effective icr some indica- 
tions and Jess than effective for others. 
The enimesioner has now fwiy ry 
t vicence om tne saretz7 and 

: f this druz. end has con- 
ci luded that the well-documented history 
of aduse of parenteral methsmrhet- 
arnine, together with the severe msk of 
Annond jerce and the : ar ‘ 
ond equaily effec ait emnaur? druzs, 
creates an unteversthe bolance of risk 
to benefit. A propesal to withdraw ap- 
Proval of those new d:t'z apuiications «s 
lacking evidence of sefety is published 
elsewhere in this issue of the Frorraz 
Recister. The Commussioner also con- 
cludes that, for the same reasons, pore 
er.teral preparations containing amrhe 


amine dertrcams etarsine en erase? ae 


ere boosel es -26 oo” 


avTune or their salts are iack! rz evidence 
of sazety. 

Cn August 8, 1970. a Drug Edticacy 

* Implementation notice was pib- 

TrszaaL Recisrsa (35 FR 

12575) stating that vornious combis.ccion 

Qrugs cOn-amming an anorectic drug «ere 

regarded as possibly effective for their 


ciained anorectic effects and lscking 
su tstantial evidence of efectivensss for 
theu’ other incications. Data were re- 
emvea concermi:.g these druts and also 
combination Crugs wrich were sudivcis 
of new drug applications 
ecuired by $120.46. The 
isted cf an C 
with, for exar 
zers, rauvois2 
The data were 
to fulfill the c 
Statement of Cerner Policy 
terpreration §& ixed-combination 
prescription drugs for humans. publisacd 
in the Fevrrat Prateres October 15, 
19671 (96 FR 20037). Furt'ter, in view of 
. “AA of effece 
> ~ : 4 ie Tea ‘ae 
Lite peten ual ro Yr abuse 
nphetanin dextroampheta- 
ttraimphetamine, and phen- 
metrazine components and the av2ilavii- 
ity of alternative theraneutic measures 
which are E2205 ond efertive, combina. 
tions cortairir ‘A com=onents also 
inns to withe 
IPpUeaLons are 
aa anoropriate 
2G here wi this sue 


aes 962-8626 


3, nD 23—MONDAY, FeStusny 


In a fotheorting issue of the 
Rectstea. tne Coramissioner will set ( 
his policy with respect tc axorectic 
agents in seneral. 

On the oasis of all of the da’: and 'n- 
formation suvmittsd pursuant to § 130.44. 
pursuant to provisions of the Federm 
Food, Drug, and Cosmetic Act (secs. 56-2 
if*, *j), 365. TOt+a), 52 Szat. 105%- 
as amended. 1055: 21 U.S.C. 352f), 41 
255. S71fa)), and uncer the autheri=: 
Celegated to him (21 CFR 2.12), th 
Commussioner of Food and Drugs herev; 
revises 4130.46 of Part 130, Subpart A 
*e rend cs {cllows: 


§ 130.46 Amphetamines (amphetaraine, 
dextroamphetamine, and their salts 
atd levamtetamine and its salt«) for 
hum n use. 


(a) Amphetamine ard dextroampheta- 
mine and their salts. (1) Pursuant to the 
aru efficacy requirements of the Federal 
Teed. Drug. and Cosmet:c Acr. the Nr- 

enci Aencemy of 3: 

e3-Ci ¢ 
Gruup, bh ed certains 43.% 
jorms of amohetamines and other s 
pathomu: metic stimulan! arugs inten:, 
for use in tne treatment of ctesity ana 
for other uses. The-Acodem? fourd tha: 
such @rugs 25 a class nave Seen shown * 
have a generaliy snort-tern. anorectic 
action. Ther further coramented that 
clinical opinion on ‘tae cortrisution 
cf the sympathomimeuc ciimvicnis .n 
a weighs Teduction progvam varies 
widely, the anorsct.c eZect of there 
drugs o.7en fleteaus or dimuilshes 
BWelas, MOS, SLICES Co 
. short perisds, no avaiardie 
T3at use of ar.orect:. 
Laistory of ODGSF, 1. Ts 
ABt AUNCrectic CLuéCta 
enced by the sus- 


mery be strongly 3 
serxtibiity of the catient. and reserva- 
tioms exist about the. adequacy of the 


[est GOPY AVAILABLE 


controls in some of the clinical studi 
Their significant potential for drug abused 
Was also cited. 

(2) La adaition to those dosage forms 
that were reviewed for efficacy by the 
Academy, other dosage forms of amphet- 
amine drugs are on the market that 
were not cleared through the new-drug 
Procedures. While certain amphetamines 
were marketed prior to enactment of the 
Federal Food, Drug. and Cosmetic Act 
in 1938, some of the conditions of use 
Subsequently prereri>ed, recommended 
Or suggested in their Isheling ‘for ex. 
ample, for the treatment of ohesity) elf. 
fer from uses claimed fer the ampheta- 
mines before said enactment. Such use. 
have not been cleared through the ef. 
fectiveness provistons of the Dez 
Amendments of 19°2 « Puly!'c Lax 87-72] 
which amended the Federal Food. Druz, 
and Cosmetic Act). These dru7s ore very 
extensively used in the trecti:ont of 
obesity. The extent of use for such pur- 
poses as narcolepsy and minimal brain 


, dysfunction tn children !s believed to be 


minor as compared with the total usoce 
of these drugs. Because of their stimulant 
efect on the central wervaue evream. +t 3 
uave & potential fcr misuse by thos> to 
whom they are available throuch a phy- 
Sician’s prescription, and their abuse by 
those who obtain them through illicit 
channels is well documented. Pre duction 
data indicate that amphetamines have 
been produced and prescribed in cuanti- 
ties greatly in e:cess of demonstrated 
medical needs. 

(3) Pursuant to a notice published in 
the Feverat Recister of Aucust 8, 1970 
(35 FR 12652), which required the sub- 
son of new drug applications as a 
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Stration regards parenteral ampheta- 
mines as lacking evidence of fafety. 

‘€) «ay combination drug containing 
amphetamine or dextroamphetamine is 
regarded as a new drug requiring an ap- 
proved full new-druz opplication as a 
condition for marketing. Data in new- 
drug applications are required to fulfill 
the criteria set forth in { 3.86 governing 
fixed combination Prescription drugs for 
humans. 

(f) New drug applications have been 
received from persons marketing orally 
administered single entity amphetamine 
or dextroamphetamine dosage forms. 
Any other person who intends to market 
such drug is required to submit to the 
Focd and Drug Acmninistration an ab. 
breviated new drug application (! 120.4 
(f)) except that in addition, the anni. 
eat.on shail contain full information 
required under items 7 and 8 (composi— 
tion and methods, facilities, and con- 
trols) of the bew drug application form 
FD-356H (!120.4(c)), 


‘6) The labeling conditions for singte * 


entity oral ccsage forms of eampheta- 
mine and cextroamphetamine and their 
salts are as follows: 

(1) The lebel shall bear the statements 
“Caution: Federal law Prohibits dis- 
pensing without prescription”. 

(2) The drug sHall be labeled to comply 
with all requiremer.ts of the act and reg- 
ulations. The labeling shall bear ade- 
quate information for safe and eXective 
use of the dru. The indications for use 


tion for continued mar«eting of are: 
amphetamines, 106 new Crug applica- slepsy. 
tions for amphctamines or ampheta- sl brain dysfunction tn children t 
mune-containing drug products were tic Behavior disorders), as an sid 


received. The data submitted 'n those 
@pplications, and data obtained from 
other sources concerning anorectic 
drugs, generally supported the eflicacy 
of anorectic drugs. 


4s Management, 

ment of exogenous obesity as short. 
cw weeks) adjurct in a regimen of 
ht reduction based on calorie restric- 
tion. fcr patients in whom obesity is refrac. 
tory °o other measures, 


(3) Complete labeling guidelines are 
available from the Food and Drug Ad- 
mmustration. 


amine or doxtroamphetamine ore e/- ‘iy Rewulatory proceedings till be 
fective in the management of excz-nous  ,. oted’ wth « pe heker. dima 

A el & recard to any such drug 
cbesity as a short-term «a fou = eas) . 


adjunct in a regimen of weizht recuce 
tion, based on caloric restrictions, for 
Patients in whom obesit: is refractory to 
other measures. For Purposes cf this 
regulation, a mixture of dextroampheta- 
mine and amphetamine js ordinarily re- 
garded as a single drug entity. 

(ce) The Food and Drus Administration 
fs not aware of data provicine substan- 
tial evidence of the effectiveness of 
levamfetnmine and its salts and rorards 
these prewaratiors as new erie + ANNiz0 
ing anproval fuli new-drux ; bepsiclulmibs, 

(d) In view of the well-documented 
history of abuse of parenters] ampnheta. 
mines the severe rick of drei si penueince, 
and tice avasabuiuty ef scfer ale ‘tive 


Parenteral arugs ahich are “equally 
efective for recoguized ron-anorectic 
indications, the Food and Drug Adinini< . 


~ _ 


Wilhun Cue jurisdiction of the act which 
is not in accord with this regwaton, 

Pd >ctive date. This regulation shal be 
effective on March 14, 1973, 


Dated: February 7, 1973. 


Wittram FP. Ranporpn, 
Acting Associate Com missioner 
for Compliance, 
(FR Doc.73-2717 Piled 2-9-73;8:45 am] 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


Food and Drug Administration 
{DESI $378; Docket No. FDC-D-582; NDA 
No. 9-646 etc.| 


CERTAIN COMBINATION A 
DRUGS 


Opportunity for Hearing on Prooosal To 
Withdraw Approval of New Drug Appii- 
cat “ns 
In yotice (DESI 5378) published in 

the 1 naL Rectster of August 8, 1970 

(35 FR 12678), the Commissioner of 

Food and Druzs announced his conclu- 

gions pursuant to the evaluation of a 

report received from the National 

Academy of Sciences-National Research 


“ceric 
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. 


ecarairsgccct 


Council, Diag Efficacy Study Group, on 
the drugs described below stating that 
the drugs were regarded as possibly 


os 


NDA No Drug 


046. .....---. Du-Orisrabdiets conta ning 10 milligrams methamphetamise Former'y 
hydrochionde, and 0.5 milligram reserpiae per sustaaed & Co, } 


152a 
effective and lacking substantial evicernc* 


of effectiveness for the various ‘abeied 
diicacions. 


NDA Holder 


ae 


marketed by B. F cher 
Post OfSce Bus 02, 


teicare “abint Ko MO 44199. 
-X.. _.. Dewerpine “S” tablets containing 8 millicraras 4destroam- FP ° marected by Nyero La 
phetamine sulfate a9 10.1 muliueramm reserpane por tabiet ine. 3 ecnon € . 
Yu 
11-280 cece Damadet tablets contan.c¢ 8 nulicrams deurcamphets } ‘ viviga, A 
mone sullate and bu tasllugtams Mepromamate per levkt ‘ natu 5.. Vat ¢ 
T . i vw u t VT 
11-522 . Obetrol-10 and Obetrol- 2 taht etpectiv Pr! arinacewticas, Viti sof 
2.5 millicrams each or § mii creams each af meths Pharmacal Corp., 3+. 
mine saccharate, MetLampletsat.ne by wk Avenue Brockiya, N% 
phetamine sallate. dettroampne’ anine t4 ste per_ta is 
11-4 .. Biphetamioe-T “t. car-euies atl Bip eter neT Stewenburch Pharmaceutics. Di 
om . am te « * . ry. ~«ery ¢ i wy’ op.. 755 4. ter 
Get! rramebctamine Shu aT) aruine. sik 408 érans Road, Rochester NY 13. 
methaqusione per cafes, a! ) Suaetans cack ol 
dettroamphetamine ant amoleamineg on {+ cullicrams 
methaquaione per capsule, au: as ration excoange resiu cora- 
° weal ft t- 7 
i241... ----- Eskairol Sp aswules curiae 15 auuwerams destroampuel Suits Kuve & Frem.h Laboratones 
amine sullate and 7 5 mul itms pre hlorperanice as tb ! serine Garden Street, Puli 
maleate) per sustained reitac Cansule scriptus, FA ividl 
iFi7_...... Appertro! tat lets contaunirg § nulierams destroamphetamice Wa.'sce Pharmaceuticals 
gallete and 400 milugramsmp*provamate per tabiet. of Carter- aliace, Lee 
Rost. Cranhury, NJ ¢ 
39-S71.......-<- Prelu-Vite carsules contvs. 25 mil'ierams phenmetrazine Formerly * arsete’ by Gee 
hydro'tlorid reUePu ve Sitaan A Sey USP units ™ eure Di $ a] 


5 wns 
sé afairs win, 
ru.lgram iodine ond | 

2-415 mullgrarces ¢l-meth- 


barbital per s uned 
Bamadet >+u" 
° @ tullate ar 
oped release Ca pSuie 
12-€4....... wtrol-S.R. ent 


phetamine snilate af 


zi‘ 
Wgrsnys meypr 


* conte - 


Data submitted rs it to the notice 
have been reviewec .nd found not to pro- 
vide substantial evicence tnat tne druzs 
are effective as fixed combinetions for 
their claimed uses. 

In view of the 
evidence of effect: 
as fixed comoinat 
potential for abu 
mine, dextroamphetamune, metnampnet 
amine, and phe ne components, 
and the availability of alternative thera- 
peutic measures Wn h are and 
effective, the combination products are 
also regarded as lacking proof of safety 
Data submitted in response to the notice 
of Auzust 8, 1970. do not support a con- 
tention that the combination pr icts 
decrease the incidence or severity ot side 
effects associated with the single ingredi- 
ent or that the additional compon 3) 
lessens the abuse potential as compa red 
to that of the sincle entity anorectic drug 
Also, the known adverse effects associated 


metrac 


ecfer 


wri 


with prerothiciin € uiruys raises an addi- 
tional question of safety of use of Eska- 
trol which contains dextroampheta- 
mine sulfate in combination with 


 furtiver f t to F.xatrol. the 
and Druzt Administration is aware 
of a study conducted by Dr. Carl Cham- 
bers relatin« to the abuse potential of the 
product, and for witch na report has 
been submitted by t MDA hewkicr pure 
auant to section 505(j) of the act and 
$$130.13 and 130.35 of the regulations 
(21 CFR 130.13 and 130.35). 

Therefore, notice Is given to the 
holder«s) of the new drug appication(s) 


ams dettroamphets- Leder 


” mT 


mulligrams 22:0 


Lat ries Division Ami t- 
Obatmuale per sus ican C yansiud. 


grams destro- Wallace Pharmaceuticals. 


) nullerams meprubermate 


person ti: 
cc iscue 

305°e) Of 
metic Act (21 US.C 
-z approval of the 


Ala 


the Fece 


to him at 

pplica.vion(s) 
2 lack of subst il evidence that 
dGrugis) will have all the effects they pur- 
port or are represented to have: and «2 
the drugs are not 


use uncer te 


shown to be sa:¢ ‘or 


tre. 


a splicant h 
yerately failed to make required rf 
dance with section 505‘}) 
U.S.C. 355(j)) and $130.13 


5 of the new drug regulations 
3 and 150.35) 
). related. or simular proce- 


Liect of on appr 
are cov 


rd nes 


cred hy the neé 


is) reviewed. See 21 CT* 
¢ 1 
- ‘ r 3i ps 
urer or di. trihutor o: i 
lated, or simiulor prod 
ed rson 10 May in *. 
, © Aut 
i \ \ee te 
i n, req »pewd ? 


plicution(s) not be wilha: mh, TeEqucst o 
heariny, and participate as a party In any 
bearing. Any person who wishes to deter- 

ine whether a specific product Is cov- 
ered by this notice should write to the 


<> 


——— 


eer 


* Pood and Drug Administration, Bureau 


of Druzs. O-Sce of Complianes (BD-309), 
45600 Fishers Lone, Rockville, MD 20352. 

In accordance with ¢ he provisions of 
section 505 of the act (21 U.S.C. 355) anc 
the regulations promulgated thereunder 
(21 CFR Part 130), the Commissioner 
hereby gives the srplicant(s) and any 
other: interested person an ovportunity 
for a heamng to show why approval of 
the new drug application(s) snovld not 
be withdrawn. 

The applicant(s) and any other inter- 
ested person 1S required to file with t':2 
Hearing Cierx, Department of heete". 
Education, and Weliaie, Room 6-58. 5600 
Fishers J.ane, Reckville. MD 20652, 02 
or before March 14. 1973, a written er- 
pearance electing whether or not to avail 
himself of the onportunity for a hearing. 
Failure of an applicant or any other 
interested person to file a written appear- 
ance of election by March 14, 1973, will 
constitute an election by him not to avail 
bimse'i of the opportumty for a hearing. 

If no person elects to avail himself of 
the opportunity for a hearing, the Com- 
missioner without further notice will 
enter a final order withdrawing approval 
ef the application(s) 

If an applicant or any other interested 
person elects to avail himself of the op- 
porturuty for a hearing. he must file, 
on or before March 14. 1973, a written 
appearance requesting the hearing, giv- 
ing the reasons why approval of the new 
drug application(s) snould not be with- 
drawn, together with a well-organized 
and full-factual anaiysis of the clinical 
and other investigational data he is pre- 
pared to prove ia support of his oppdsi- 
tion. A request .or a hearing may not 
rest upon mere ailegations or denials. But 
must set forth spec. *< facts showing tnat 
@ genuine and substantial issue of fact 
requires a hearing ‘21 CFR 130.14(b)). 

If review of the data submitted by an 
»pplicant or any other interested person 
warrants the conclusion that there exists 
substantial eviderce Gemonstrating the 
effectiveness of the productis’ and evi- 
dence that the crug‘s) 1s (are) safe for 
use for the labeling claims invoived and. 
in the case of NDA 12-042, that there has 
been no violation of section 5951j) of the 
act), the Commissioner will rescind this 


“f review of the data in the anplica- 
tion's) an ta sub.aitted by the appil- 
cant(s) or any other interested person 
in a request for < hearing, together with 
the reasoning and factual analysis in 4 
request for a hearing, warrants the co.1- 
clusion that no genuine and substantial 
issue of fact preciudes the withdrawal of 
approval of t’e anvlication(s), the Com- 
missioner Wis ¢..ter 47 order of with- 
drawal making findings and conclusions 
on such data. 

If. upen tt 
applicants) - siee 3 
son, a hearing ° Justilled, issues Will 
pe dcfired, a nearing exe rer will be 
name, “1d he shell issue, as soon &S 
Pre “Las 2 after March 14. 1533, a write 
ten notice of tae Wume ana piace at wiach 
the hearing will commence. All persons 


-equest of the new drug 
regret Ch a reated Pere 


‘ 


- lee weel be Se 


tnievested in Identical, related, or similar 
products covered by the new drug ap- 
plicat.cn(s) «iii he afforded an oppor- 
tunity io eapenr st she hearing, fie 
bricfs presen. eviaence, cross-examine 
witnesses, submit suggested findings of 
fact, and otherwise participate as & 
party. The hearing contemplated by this 
notice will be open to the public except 
that any pertion of the hearing that con- 
cerns a method or proce ss the Commis- 
sioner finds entitled to protection as a 
trade secret ¥ sot be open to the pubiie, 

‘ess the respondent re sifies otherwise 
in his appearance. 

Requests for a hear18 and,or elec- 
tions not to resuest « hearing may be 
seen in the irr of the Hearing Clerk 


(address juve) during reguiar 
business / _ Monday through Friday. 


This not.ce §5 {53 sed pursuant to previ- 
sions of the Federal Food. Drug, and Cos- 


metic Act ‘sec. 505, 52 Stat. 1052-53, as . 


amended: 21'J.S C. 355), and the Admin- 
istrative Procedure act (3 U.S.C. 552), 
and under authority delegated to the 
Commissioner (21 CFR 2.120). 


Dated: February 7, 1973. 


XJILLIAM F. RANDOLPH, 
Acting Associate Commissioner 
for Compliance. 
[FR Doc.73-2716 Filed 2-9-73;8:45 am] 
eceetinintge 


[DESI 11673] 


CERTAIN ORAL ANORECTIC PREPARA- 
TIONS: PHENTERMINE HYDROCHLOR- 
IDE; PHENDIMETRAZINE TARTRATE; 
DENZPHETA!IINE HYDROCHLORIDE; 
DIETHYLPROPION HYDROCHLORIDE 


Drugs for Human Use; Drug Efficacy Study 
Implementation 

The Food and Drus Administration 
has evaluated reports receis ed Irom the 
National Acodemy ot Sciences-¥ utional 
Research Cow.til. Drugs Efficacy Study 
Group, on the io 'cvang anorestie Grugs: 

1. Wilpo taviets, contaimng 
phentermine nydrochiori per tabict; 
Dorsey Laboratories, Division 92 Sandoz~ 
Wander Inc.. Northeast, U.S. 6 and In- 
terstate 80, Lincoln, Nebr. 68501 (NDA 
12-737). ‘ 

2. Didrex tablets, containing 25 mg. 
and 50 még. benzphetamine hydrochlo- 
ride per tablet; The Upjohn Co. W171 
Road, Kaiamazoo, MI 45001 
$27). 

3. Plegine tablets, containing 35 :ng- 
phencimetrazine tartrate per tablet; 
Ayerst Laboratories, Rouses Point, N.Y. 
1297 (NDA 12-248). 

4. Tepanil tablets, containing 25 még. 
diethylpropion hydrochloride per tab- 
let; Th Merrell-National Drug Co.. M- 
rision of Richardson-Merrell. Inc.. 110 
East Amity Road, Cincinnati, OH 45215 
(MDA 11-673). 

5. Tenuate tablets containing 25 mg. 
dicthylprepioa ay Greed ide per tere 
fet: Tae Merrell-National Drugs Co.. Di- 
vision of Richnardson-Merrell, Inc. (NDA 
1i-722). 
§. Preludin Endurets (prolonged- 
action tablets), containing phenmetra- 


weet Ne aoe sind Fe re te? LSB « ew An Ce ete oe dbltee 


mm . 

4: Gad @rochioride: Geisy Pharmaceuti- 
cals, Division of Ciba-Geigy Corp., 
Ardsley, N.Y. 19502 (NDA 11-752). 

Although not specitically referred to 
the Academy for review, Prelud'., tablets, 
a conventiona! oral dosage form con- 
taining phenmetrazine hydrochloride 
(NDA 10-460, Geigy Pharmaceuticals) 
scas approved on the basis of safety prior 
to 1952, was evaluated by the Academy, 
and is appropriateiy included herein. 

Such drugs are regarded as new drugs 
(21 U.S.C. 321'p)). Supplemental new 
drug apoviications are required to revise 
the labeling in and te upcate previousiy 
approved applications providing for such 
drugs. Anew druz application is required 
from any person marketing such drug 
without approval. 


I. SvustTarxev-ACTION, TrsreD-RELEASE, OR 
OtTuEeR DELAYED OR PsroLONGED-EFFECT 
FURMS OF PHENMETRAZINE HYDROCHLO- 
RIDE 


The Food and Drug Administration 
has considered the Academy's report, 
as well as other available evidence, and 
concludes that phenmetrazine hydrochlo- 
ride in prolonged-action tablet form 1s 
less than effective (possibly effective) 
with respect to any special claim icr pro- 
longed action when offered for the :nan- 
agement of exczenous ohesity as a short- 
term adjunct (a few weeks) in @ regimen 
of weight reduction based on caloric re- 
striction. 

Any data submitted in response to this 
notice to support claims for which the 
drug is classified as other than effective 
must be previously unsubmitted and in- 
clude data from adequate and well-con- 
trolied clinical investigations (identified 
for ready review) 25 cesericed im $ 120.12 
(a\(3) of the regulations published in 
the FeperaL Reorsrter of May @, 1970 (35 
FR 7250). Carefutiy ce ‘ducted and doc- 
umented clinical studies obtained under 
uncontrolied or partially controlled sit- 
uations are not acceptabie as a sole oasis 
for approval of claims ot effectiveness, 
but such studies may be cons:dered on 
their merits for corrovorative support of 
efaicacy ard evidence of safety. 


II. CONVENTIONAL TABLET ForMS OF PHEN- 
METRAZINE HYDROCHLORIDE, PHENTER- 
MINE HYDROCHLORIDE; BENZPHETAMINE 
HyprOCcHLORIDE: PHENDIMETRAZINE TAR- 
TRATE; OR DIETHYLPROPION HyYDROCHLO- 


RIDE 
A. Effectiveness classification. The 
Food and Drug Administration has con- 
sidered the Academy's reports, as weil 
as other available evidence. and con- 
cludes that these drugs, administered 
in conventional oral dosage form, are 
effective ,. the managerrent of exogen- 
ous obesity as a short-term adjunct (a 
few weeks) in & regunen of weight Te- 
duction based on caloric restriction. 

B. Conditions for anproral and mare 
redie?. Pas ora wine Drug Acuuithie 
tration is prepared to approve accrevie 
ated new druz applications and avbrevi- 
ated suppluments to previously appro’ ed 
new Gog upplieniiaas wider conulions 
deserivbea herein. 


- 


1. Form of drug. Such preparations are 

- in tablet dosage form suitable for oral 
administration. 

2. Labeling conditions. The label bears 


the statement,- “Caution: Federal law 
prohibits dispensing witnout prescrip- 
tion.” ; 

The drugs are labeled to comply with 
all requirements of the Act and regula- 
tions, and the labeling bears adequate 
tmformation for safe and effective use 
of the drugs). The “Indications” sec- 
tion is as follows: 


df INDICATIONS 


«Name of drug) is indicated in the man- 
agement of exogenous obesity BS Oo short ter 
adjunct 4a few weeks) ina requmen or wes? 
reduction based on caicric restriction. The 
limited usefulness ef agents of this class 
(see ACTIONS) should be measured against 
possible risk factors inherent tn thelr use 
such as those described beiow. 


In addition, the labeling contains the 


following “Actions” section and drug 
dependence warning the “Warnings” 
_section: 

ACTIONS 


is & sympathomimetic 
amine witb pharmacologic activiry similar 
to the prototype druss of this class used in 


obesity, ines. Actions include 
cecn’rai mervyous em mulation and 
elevation of blood pressure Tachrphyiaxis 


and tolerarce hare Geen cGemornst ed wild 
all drugs of this class in hich these phe- 
nomena have been leoked for 

Drugi of this class used in obesity are com- 
monly r7orn 8s “anorectics” or “anorexi- 
genics”. _s not been establisned, however, 
that the action of such drugs in treat.ng 
obesity is primarily ore of appetite suppres- 
sion. Other central nervous system acticas, OF 
metabolic efects, may be involved, for 
exan.pie. 

Adult obese subjects instructed in dietary 
management and treated witn “anorectic” 
druss, lose more veitht on the averace tnan 
thoce treated with piacedo and diet. as deter- 
mined in relatively so rm ¢citt 

The mag: 
druz-treated patients 
patient is only a fract: 
The rate of we 
weeks of ther: t 
subjects and tends to decreas€ in succeeding 
weeks. The possible origins of the increased 
weight less due to the various drug e:fects 
are not established. The amount of weirht 
loss associated with the use of an “anorectic” 
drug varies from trial to trial, and the in- 
creased weight less appears to be related in 
part to variables other than the drug pre- 
scribed, such as the ph} cian-investigator, 
the population treated. and the aict Ppre- 
scribed. Siuuies do 2e> perme - Deca = as 
to the relative importance Oi the arug and 
non-drug factors on weight less. 

The natural history o! obesity is measured 
in years, whereas the studies cited are re- 
stricted to a few weeeks duration; thus. tne 
tctal impact of drug-incuced we:eht loss over 
that of diet aione must be considered 
clinteally limited. 


* loss 
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WARNINGS 
DRUG DEPENDENCE: (Name of druq) is 


related chemically and nharmaceolog cally to 
the amrhetamines. Ampoelanunes Aud Tes 
Inted stimevins: ards $ ex ely 


abused. ane Lue possiniaty ef wOuse of (name 
of drug) sticuid de Kept mind ‘nen evalu- 
ating the cesirabiity of ipauding 2 drug &S 
part of a went reduction pro-Tam, ADUse oO 


amphetamines and related drugs may & 


associated with intense psychological depend- 
ence and severe social dysf(uncvien- There are 


reports of patients who have increased oe 


dosage to mang times that recommended. 
Atrunt cessation following prolonzed D:gh 
aesave adirimisfat.on resuuts in ex" reme 
fatizue and mental depression, chanses are 
also noted on the sleep E=EG. Maniestavicns 
of chronic intoxication with anorectic drugs 
include severe dermatoses, marked insomnia, 
irritability, byperactivity, ,and personality 
changes. The most severe manifestation of 


chronic intoxications is psychosis, fven 
clinically indistinguishable from schizo- 
phrenia. 


3. Marketing stctus. Marketing of such 
drugs may be continued under the condi- 
ticns dGeser:ibed in the notice entitied 
Conditions for Marketing New Drugs 
Evaluated in Drug Efficacy. Study. pub- 
lished in the FreDERAL Recister July 14. 
1970 (35 FR 11273), as 1ollows. ; 

a. For holders of “deemed approved” 
new @ruz applications '1¢.. an applica- 
tion which became elective n the basis 
of safety prior to October 10, 1962), the 
submission of a inplement for revised 
Jabeling and a Sur sjement for updating 
information, including full manuiactur- 
ing information with respect to items 7 
and 8 of Form FD-356H (§ 130.4(c)), as 
described in paragrapn (ad) (1) ¢ 
iii) of the notice of July 14. 1970. 

b. For any Fe sho Gees not held 


a 


mission of an anarevi- 
ated new drug apoiication as cesembed 
in paragraph (a)«3)«l) of that notice, 
except that iull manufecturing informa- 
tion with respect to items 4 and 8 of 
Form FD-356H ($ 130.4 ‘*)) 15 required. 

c. For any distributor of the drug, the 
use of labeling in accord with this 4an- 
nouncement for any such drug shipped 
within the jurisdicuon of the Act as Ge- 
scribed in paragraph (b) of that rotice. 
ach of the above-named holders of 

gor drug applications for these 
gs has been maited a cony of the 
iemy’s report. Communications for- 
€ ! this annmounce- 


Waldl bal? « a 


HSI 11673, directed to the 
following appropriate 
the Food and 


UU he 
Drug Administration. 5600 rishe.s Lane, 
Rockville, 1D 20852: 


Supplements (identify with NDA number) :- 


Office of Scientidic Evaluation (BD-100), 
ureau of Drugs. 
Oriz 1 abvreviated new drug applications 
~ as suche: Drug Emes Study 
Pro: - 


gj3ect Oc? 1BD 


tavion 
Bureau of Druss. 

Reauests for the Academy's report: Drug Ef- 
ficacy Study Implementation Information 
Control (BD-66), Fvreiwu ef Druss 

All other commur ions regarding thts 
announcement: Crug Eficacy Study Im- 
piementation Project OMce (S8D-60). 
Bureau of Drugs 


All identical. related. or similar prod- 
t the sub ect of an approved new 
t red by the new 


d end are sud- 


) . : = « = ~s ‘ 4? , | 
RB 23163, Octuber 31, 1572). Any ptr- 
eon who sishes to determine whether & 


specifie product Is covered by this notice 
snculd write to the Food and Druy Ad- 


ministration. tire; of Drugs, Office 0 
Compliance ry 300>, SE00 Fishers 
ockyii's. MD 20852. 

BGnotics + issued pursuant to the 
Federal Foe?. 7ms, and Cesmetic Act 
isces.: 502, 3° 33 Stat. 1030-53, as 
amended; 2: - 3.C. 332, 355) and the 
Administrativ? Procedure Act (5 US.C. 
554), and under the authority delegated 
to the Commiissicner of Food and Drugs 
(21 CFR 2.120). 


Dated: February 7. 1973. 


WILi1aM FP. RANDOLPH, 
Acting Associate Commissioner 
jor Compliance. 
{FR Doc.73-2716 Filed 2-9-73;8:45 am] 


[DESI 12101} 


COMBINATION DRUG CONTAINING SY- 
ROSINGOPINE AND HYDROCHLORO- 
THIAZIDE 

Drugs for duman Use; Drug Efficacy Study 

Implementation 


The Feod and Drug Administration has 
evaluated reports received from the Na- 
tional Academy of Sciences-National 
Research Council. Drug Efficacy Study 
Group on the following drug: 

Singoserp-Esidrix Tablets (2 
strer.stms) containing syrosingopine and 
hrdrochiorothiazide: Ciba Pharmaceuti- 
eal Company, Divisicn of Ciba-Geicy 
Corp., 556 Morris Avenue, Summit NJ 
07901 ‘(NDA 12-101). 

Such drugs are regarded as new drugs 
(21 US.C. 321(p)). The effectiveness 
classification 1s cescribed below. 

A. Effectiveness classification. The 
Feod and Drus Administration has con- 
sidered the Academy's reports. &S well 
as other availacle evidence, and con- 
cludes that the druz 1s less than effective 
effective’ for its labeled 
indications. 

B. Submission of ducd. Any data sud- 
mitted in response to this notice to sup- 
vhich tne drug is 


n effective must Ee 


(possibly 


tnan 

ubmitted and include 
uate and well-controlled 
gations «ider.tifed for 


as described in $ 139.12 


review? 
(a) (3) of the reguiations published in 
the FEDERAL REGISTER of May 8. 1970 (35 
FR 7250). Carefully ecnducted and cocu- 
mented ciinical stuaies obtcined under 


uncontrolled or partiailv controlied sit- 
uations are not acct! vile as a sole basis 
for proval OL cid of eiectiveness. 
but such stucies m2y be considered on 
their merits for corroborative support of 
efficacy and evidence of safety. 

A copy of the Academy's report has 
been iurnished to the firn referred to 
above. Commurmcations forwarded in re- 
sponse to thls announcement stouid be 
identified with the reference number 
DESI 121491, directed to the attentiorr of 
the apprepriate office listed below, and 
addressed to the Fee d and Drug Admin- 
: Lave. 


for avDre 


Fi-.ielas 


Et aot Rocxviile, 

MD cuso2. 

Supplements (identify with NDA number): 
Ovwce of Scienufie Evaiuation (BD-190', 
Bureau of Drugs. 


, 


. 

«Requests for the Academy's report: Drug 
“Enicacy Study In‘crmeuon Control (BD- 
66), Bureau of Druvs. 

All other communications recarding this an- 
pouncement: Drug Emecacr Study Impie- 
mentation Pruject Omce (BD-60), Buresu 
of Drugs. 


All identical, related, or similar prod- 
ucts, not the subject of an approved new 
drug application, are covered hy the new 
drug application(s) reviewed and are 
subject to this notice. See 21 CFR 130.40 
(31 FR 23185, October 31, 1972). Any 
person who wishes to determine whether 
@ specific product is covered by this no- 
tice should write to the Food and Drug 
Administration, Bureau of Drugs. Octice 
of Comphance (BD-300), 5600 Fishers 
Lane, Rockville, MD 20852. 

This notice is issued pursuant to provi- 
sions of the Federal Food, Drug, and Cos- 
metic Act (secs. 502, 595. 52 Stat. 1050— 
53, as amended: 21 U.S.C. 352, 353) and 
the Administrative Procedure Act (5 
U.S.C. 554) and under the authority del- 
egated to the Commissioner of Food and 
Drugs (21 CFR 2.120). 


Dated: February 7, 1973. 


Wr2um F. RANDoLtpa, 
Acting Associate Commissioner 
ot for Compliance. 


{FR Noc.73-27.4 File¢ 2-9-73;8:45 am] 


[DESI 5504; Docket No. FDC-D-587; NDAs 
5-674; 5-757} 
METHAMPHETAMINE HYDROCHLORIDE 
(PARENTERAL) 


Opportunity for Hearing on Propcsal To 
Withdraw Approval of New Drug Apoli- 
cations 


The Food and Drug Administration 
published a notice (DESI 5304) in the 
FeperaL Recistrk of February 23, 1971 
(36 FR 3387), regarding the efticacy cf 
the following d:rusSs containing meth- 
amphetamine hydrochloride for par- 
enteral use and classifying them as 
effective, probably effective, or iacking 
substantial evidence of effectiveness for 

riain indications. 

NDA 5-674 (incorrectly listed as S- 
504): Methedrine Iniection; formerly 
marketed by Burroughs Weilcome & Co., 
Inc., 3030 Cornwallis Road, Research 
Triangle Park, NC 27709. 

NDA 5-757; Drinalfa Injection: E. R. 
Squibb & Sons Georges Road, New 


Subsequent to that notice. a public2- 
tion in the Feperat Recister of August 8, 
1972 (37 F.R. 15946), further ruled on 
those indications that had initially been 
classified as probably effective. 

The Food and Drug Administration 
has recently reviewed the entire class of 
drugs offered for use 45 anorectic agents 
and the available evidence pertaining to 
their safe and effective use. including 
their potential for misuse and abuse. On 
the basis of this recent survey, (he Com- 
MibssiVirer G2 sud cased Leu Cit TD 
that the well-documented history of 
abuse of parenteral methampielinune, 
together with the severe risx of de- 


pendence and the presence ©: Ff fective 
alternative drugs, creates an unfavorable 
balance of risk to benefit. 

Therefore, notice is hereby given to 
the holders of the new ¢ ag appucations 
listed above and to any interested per- 
son who may be adversely afected, that 
the Commissioner of Food and Drugs 
proposes to issue an order under section 
505(e, of the Federal Food. Drug, and 
Cosmetic Act (21 U.S.C. 355‘e)) with- 
drawing approval of the above new drug 
applications and all amendments and 
suppiernents thereto. It is proposed to 
withdraw approval of these apnlications 
on the grounds tnat new evidence, not 
contained in the new drug applications 
or not availible to the Commissioner 


until after the applications were ap- 
proved, evaluated together with the evi- 
dence 


available to him when the 
ations were aprroved, show that 
methampnetanune ry crociworide or 
parenteral administration is not shown 
to be sote for use under the conditions 
of use upon the basis of which the appli- 
cation was approved. 

All identical, related, or similar prod- 
ucts, not the subject of an approved new 
drug applications, are covered by thenew 
amiz applications reviewed. See 21 CFR 
139.40 «37 FR 22185, Octes 33, 1972). 
«Ay manufacturer or dis I 
an identical, related or similar preduct 
is an interested person who may in re- 
sponse to this notice sudmut data and 
information, request that the new drug 
applications not be withdrawn, request a 
hearing, and participate as a party in 
any hearing. Any person wno wishes to 
determine whether a specific preduct is 
covered by this notice should srite to the 
Food and Drug Administration, Bureau 
of Drugs. OZice of Comoliance (BD- 
290), 3300 Fich rs Lane, Rockvie, MD 


, 


section 505 of the Act (21 U.S.C. 355) 
and the requlations promulgated there- 
nd2r (21 CFR Part 129', the Commuse 
mer hereby gives the applicant(s) and 
y other interested person an oppor- 
tunity for a hearing to snow way ap- 
proval of the new Grug application(s) 
should not be withdrawn. 

The applicant(s). and any other inter- 
ested person is required to file with the 
Hearing Clerk, Department of Health, 
ion. and Weifare, Room 6-83, 5600 
Tichers Lane. Rockville. MD 2 1852. on Or 
before 3.u2 tren appeure 
ance electing whether or not to avail 
him<elf of she opportunity for a hearing. 
Failure of an applicant or any ether 
interested person to-file a written ap- 
peavance of election before March 14, 
1973, “will constitute an election by him 
not to avail himself of the opportunity 
for a neamneg. 

If no person elects to avail himvelf of 
the opportunity for a hearing, the Com- 

without furth notice will 


} ee san 
t : er 


of the application(s). 
If an applicant or any other interested 
person elects to avail himself of the 


ic 
n 
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opportunity | 45, ing, he must file, 
on or befor: T5040) 973, a written 
appearance ng the hearing, giv- 
ing the reas 5. approval of the new 


$s) should not be with- 
drawn, toge : vith a well-organized 
and full-fac «... analysis of the clinical 
and other inc. «:zational data he ts pre- 
pared to prove in support of his opposi- 
tion. A reque.* Sor a hearing may not 
rest upon mere aillecations or denials, 
but must set forth specific facts show- 
ing that a genuine and substantial issue 
of fact requires a hearing (21 CFR 
130.14(b)). 

If review of the cata submitted by the 
applicant or any other interested person 
warrants the conciusion that the drug is 
safe for use under the conditions of use 
prescribed, recommended. or suggested 
in its labeling, the Commissioner will 
rescind this notice of opportunity for 
hearing. 

If review of the data in the applica- 
tion(s) and data submitted by the appli- 
cant(s) or any other interested person 
in a request for a hearing. together with 
the reasoning and factual analysis in a 
request for a hearing, warrants the con- 
clusion that no genuine and substantial 
issue of fact precludes the withdrawal 
of approval of the appiication‘s), the 
Commissioner will enter an order of 
withdrawa! making findings and con- 
clusions on such data. 

If, upon the request of the new drug 
applicant(s) or any other interested per- 
son, a hearing is justified, the issues will 
be defined, a hearing oxaminer will be 
named, and he shall issue, as Soon 4s 
practicable after March 14, 1973, a writ- 
ter notice of tne time and piace at which 
the hearing will commen¢e. All persons 
interested in identical, related, or simt- 
lar products covered by the new drug 
application(s) wil be anorded an op- 
portunity to appear at the hearing, file 
briefs, present evidence, cross-examine 
witnesses, submit suzgested findings of 
fact. and otherwise particinate as a 

arty. The hearing contempla‘ed by this 
notice will be open to the public except 
that any portion of the hearing that 
concerns a method or process the Com- 
missicner finds enti‘led to protection as 
a trade secret will net be open to the 
public, unless the respondent specifies 
otherwise in his appearance. 

Requests for a hearing and/or elec- 
tiors not to request a hearing may be 
s2en in tiie O.see of the Hearing Clerk 
(address given above) during regular 
business hours. Monday through Friday. 

This notice is issued pursuant to pro- 
visions of the Federal Food, Drug, and 
Cosmetic Act (sec. 505. 52 Stat. 1052- 
53. as amended: 2' U.S.C. 355), and the 
Administrative Procedure Act (5 U.S.C. 
554), and under authority delegated to 
the Commissioner (21 CFR 2.120). 

Dated: February 7, 1973. 

Wrxurtass ©. RANTOLPR, 
Acting Associale Commissioner 
for Compliance, 

[FR Doc.73-2715 Filed 2-9-73:8:45 am] 
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3) DEPARTMENT OF HEALTH, EOUCATION, AND WELFARE S 


oad OFFICE OF THE 2cCRETARY 
; 23201 


WASHINGTON, 0.C. 


¢ 


John E. Ingersoll] 
Director 


Dear fr. Ingersoll: 


tio n has recently completed a review of 


The Food and Drug Administra 

all drugs currently marketed or proposed for marke ating in the United 

States for the treatment of opasit) The. marketed drugs include 

three substances eireacy controlled under Schedule Ii oF the Controlled 

Substances Act, emohetamine, methampnetamine, and pnenmetrazing Tne 

review also incluced crugs currently not controlled uncer any schedule, 

the marketed drugs, diethylpropion, benzphetamine, pnendimetrazine, 
chentermine, ai chlorohentermine, ana te investigatfonal substances, 
cTortermine, mazindoie, and fenflurazine. New drug applications have 
been submitted to the Fecd and Drug Administration for the jatter 

three drugs, and approval is pending. 

Review of data reveals that these drugs produce approximately the 

Same degree of therapeutic errects in man as currently scheduled 
anorectics, és aajuncts in weight reduction in the obese. The review 
indicated that the arugs are also comparable in other ways to scheduled 


anorectics: 


a. They are all closely related chemically, with the exception 
of mazindcle. 


c. Documentation cf actual ebus2 or procuction of dependence in 
humans is irreguler, dut does exist for certain of tne unscheduled 
, anorectics. The sximpy documentation of abuse of these drucs agpears 
( due to the fortuitous nature of resorts as currently obtair2d an 
( to the past Easy availability of cneaper and more potent stimulants, 
} vather than to intrinsic lack of abuse notential 


d. We note the conclusions and recormendations of the WHO Expert 
Committee on Drug Dependence that these drugs either be subject A, 
to control or by analogy are Similar to drugs recommended for <-. be 
control. -~-- : i 


soecialized testing of fenfluramine suggests that 
potential of fenfiuramine is of a lower crder c7 
than that of the other drugs under consic: ration. ss 
Wie therefore conclude that all the above named drugs possess abuse 
potential and potential for producing drug depencence, and are so 
informing you as required under the provisions of Section 201(f) of 
the Controlled Substances Act. As provided for by Section 201(a),.* 
we Turther request. that the Attorney General issue rules adding the 
above drugs to the schedules of the Controlled Substances Act, and 
recormend that the schedule for all drucs but fen er ste b2 Schedule 
III, fenfluramine appearing more appropriately controlled under the 
provisions of Schedule IV. 


We attach review material assembled by reviewing pnarmacologists 
within the Food and Drug Administration for its possible utility 
to you, and as a basis for further discussion after your scientists 
have reviewed our recormendations and request. 


Sincerely yours, . 


Richard L. Seggel 
Acting Assistant Secretary for Health 
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Summary of circumstances associated with acquistion of drug , ; 
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PHENDIMETRAZINE ° ‘ . . ‘ 
J-1-71-0029 -- In this case, a practicing puarmacist was distributing 
(5/27/71) diverted pharmaceutical drugs to the southeastera 


Louisiana area. The defendant was arrested as he was 
enroute to deliver some drugs to BNDD agents. A search 
warrant was executed at his residence. Of the 3200 
dosage units seized, /5 were phendimetrazine tablets. 


G-1-72-0073 -- Defendant was a physician who was illegally selling 

(5/14/72) and dispensing amphetamines and barbiturates without 
medical examination on doctor-patient relationship. 
In May of 1972, 785 tablets of phendimetrazine were 
seized after arresting the cctendant. 


J-1-72-D541 -- An agent was introduced to a pharmacist who wanted 

(11/06/72) to sell Desoxyn, Biphetamine and Didrex. In the course 
of the investigations 1090 tablets and capsules of 
proprietary preparations of amphetamine and meth- 
amphetamine were purchased or seized as were 100 Ritalin 
and Didrex tablets, 200 Ionamin capsules, 300 phendi- 
metrazin2e containing tablets or capsules, 6.9 grams of 
cocaine; 402 tavlets or capsules of amphetamine - 
barbiturate proprietary combinations, 829 proprietary 
barbiturate containing tablets or capsules, 213 Valium 
and 194 Quaalude tablets, £00 codeine containing tablets 
and 23 grams of morphine sulfate. 100 tablets of a 
diuretic were among the crugs purchased. 


Laborctory -- Two (2) laboratory cases were samples received in ’ 
#2586 and November 1972 from the Hialeah Crime Laboratory in t 
#2587 Miami, Florida. The sample. were purchased by a i 
detective and consisted of eleven and fifteen tadlets : 
which were identified as phendimetrazine. | 


I-1-73-0071 -- A cooperating individual was able to purchase 390 

(2/20/73) tablets which were alleged to be amphetamine. Upon 
chemical analysis, the drug was determined as phendi- 
metrazine. On February 23rd, the informant could buy 
100,000 "black capsules" but he would have to pure 
chase at least 10,000 of 30,000 phendimetrazine tablecs 
they had, 
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Summary of Letters Document ing 


Phendimetrazine Abuse i | 
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PHENDIMETRAZINE 


ds3.<, a waey ee 
December 1972 2 
in the New Jersey State : I 
tousand light green taolets 


d by Infrared and Mass 


“Phendimetrazine has been found 


Police Laboratory. Recently a Ct 
The drug was identifiec 


were seized." 
Spectroscopy. 


’ January 1973 


en identified as phendimetrazine in 

Police Crime Laboratory at Harrisburg. } 

thia layer chromatography, I 

d to identify phendi- 
{ 


Three samples have be 
the Pennsylvania State 
Ultraviolet and Infrared Spectra, 


and chemical color tests were utilize 
metrazine. Upon receiving further samples, the identity of 


the excipients resembled the 35 mg "Bacarate” brand of phendi- 
metrazine tartrate distributed by S.J. Tuteg and Company, 


Detroit, Michigan. 
t 


February 1973 

ion by SCIL was cempleted on capsules sub- 

ippi Bureau of Narcotics, The capsules con- 
trate but could not be identified as 


Ballistic examinat 
mitted by the Mississ 
tained phendimetrazine tar 
to manufacturing source. 


February 1973 


Laboratory were having a problem with an 


resembling Dexedrine, were bought by 

were amphetamines. Chemical 

e dissimilar to those of 

were familiar with. Examination 
resulted in the 
ine tartrate but 


Mississippi Crime 
exhibit. The capsules, 
narcotic agents who were told they 

tests were giving results which wer 
amphetamine or any other drug they 

by the Special Testing and Kesearch Laboratory 
findiags that the capsules contained phendimetraz 
could not be identified as to manufacturing source. 


February 1973 
the Philadelphia Police 


(10) capsules were 
ize as the standard 
ionally shaped 


has also been reported by 


Chemistry Laboratory. In one seizure ten 
found to contain the drug. They were the same $s 
amphetamine sulfate capsules but unimprinted, convent 


contained orange and white pellets. 


Phendimetrazine 


and 
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Summary of Letters Documenting Phendimetrazine Abuse (continued) © 


PHENDIMETRAZINE 
March 8, 1973 


Within the past 30 days, the Northern Illinois Police Crime 
Laboratory has received a quantity of phendimetrazine as 

double scored pink tablets and double scored white tablets. 
Exhibits have also been processed which were in powder form. 


March 8, 1973 


The Drug Analysis Laboratory of the Pharmacology Department 

of the University of Louisville School of Medicine has frequently 
identified pnendimetrazine tadlets coniiscated in this area, 

The tablets were not Ayerst Plegine but are plain white, well 
made tablets. 


March 20, 1973 


A letter was received from the Washington State Board of Pharmacy 
recommending the control of phendimetrazine under the Controlled 
Substances Act. In a recent case, over a million dosage units 

of this drug were confiscated. Further information indicated 

that the same practitioner has 1.4 million dosage units in 

storage, awaiting the outcome of the first case. The practitioners 
feel that this drug will give the same anorexic effects as 
amphetamines or amphetamine-like drugs. 


Fo: DJ-1% 
(£2. “+ 26-63) * 


UNITED SIATES GUveRNMENT 


Memorandum 


TO 


FROM 


SUBJECT: 


Mr. Kenneth A, Durrin + 


Assistant Director for Compliance _ 


Mr. Ernest A. Carabillo, Jr. 
Chief, Drug Control Division 


Chief 
Laboratory Division 


Phendimetrazine Tartrate 


In a memorandum on this subject, 
the Office of Scientific Support 


‘ 
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_ pare: FEB 6 1972_ 


oo 
AN Lily, 
fa KO bs 


ML ih 
September 1971, 
(SCI) alerted the 


Regional Offices and Laboratories that phendimetra- 
zine would be a likely candidate for use by "fat 


doctors" as the result of re-sche 
methamphetamines, among others, 


duling amphetamines, 
and FDA rulings on 


use of some of these compounds in the treatment of 


obesity. 


Although the occurrences have apparen 
few to justify positive conclusions, 


Laboratory Division (SCIL) in 
te increased usc cf Theo compo 


that have come to our attenti 

as a comparison): 

Phenmetrazine 

BNDD Submissions 

Other Agency Submissions 
TOTAL 


Phendimetrazine 


BNDD Submissions 
Other Agency Submissions 


TOTAL 


tly been too 
information in 


dicates that there may 


una. 
on. 


FY 72 
17 
19 


36 


FY 72 


w |wo 


peiow are i= 


- Analyses in BNDD laboratories (using phenmetrazine 


FY 73 
(Thru 12/31) 


7 
32 
39 
FY 73 


(Thru 12/31) 


0 
5 
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Copies of the computer entry on each of the phendi- 
metrazine analysis in FY 73 Cehru 12/31/72) is attached, 
t ° 


Recently, several samples were submitted by the Texas 
State Diversion Investigation Unit to the Special 
Testing and Research Laboratory (SCILR) for ballistics. 
As a result, the following occurrences of phendimetra-~ 
zine were identified: 


8A-72-0058, Exh. 2, L-115895, 11-22-72, Lawrence A. 
Weisman, (S-4261): Phendimetrazine tartrate tablets. 
The manufacturer is unknown, but SCILR believes that 
there were probably made for distribution by S.J. Tutag 
and Company, Detroit, Michigan. 


8A-72-0054, Exh. 1, L-115100, 9-18-72, Aubrey L. Lewis, 
M.D., (S-4245): Phendimetrazine tablets. Manufacturer 
is unknown. --: i 


8A-72-0U54, Ervh. 1, L-115415, 10-13-72, Aubrey L. Lewis, 
M.D. and Dorothy Davis, (S-4250): Phendimetrazine tab- 
lets. Manufacturer is unknown, 


8A-72-0054, Exh. 1, L-115548, 10-21-72, Aubrey L. Lewis, 
M.D., (S-4287): Phendimetrazine tablets. 
6A-72-0054, Exn. Z, L-115548, 1 


G Z, Aubrey L. Lewis, 
M.D., (S-4288): hendimetrazine 3 


“All of the tablets in the exhibits of 8A-72-0054, except 


for minor variations in dimension and in filled weights, 
were the same, The manufacturer is unknown, 


From Laboratory Division, Pennsylvania State Police, 
Harrisburg, Pennsylvania, SCILR Lab Nos: S$-4324, S-4325, 
and S-4326. Phendimetrazine tablets in first two ex- 
hibits and capsules in latter exhibit. Lack of authentic 
samples prevented identification of the manufacturer, 


Finally, one additional encounter is known, although 
details are lacking, in an analysis by the New Jersey 
State Police Laboratory. (To be inserted in Microgram, 
Vol. VI, No. 1.) 


Although phendimetrazine is not a controlled substance, 
Office of Compliance (ENA) may wish to obtain authentic 


sample for SCILR. “a 
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Phendimetrazine 
BNDD Laboratory Analysis from 1 July, 1970 to Date 


Date BND Quantity Suspected Location 
Received Case # Received Manufacturer Collected 


5/27/71 J1-710029 New Orleans, 
Louisiana 


2/18/72 Chicago, 
Illinois 


1/21/72 ashington, 
DG 


15/14/72 G1-720073 


| 785 Miami, 
| Florida 
| 20 


| 
10/27/72 tab Andrews AFB, 


Maryland 


11/6/72 J1l-72D541 | 100 tab New Orleans, 
Louisiana 
100 tab " 
100 tab ” 


11/30/72 11 tab Miami, 
Florida 


11/30/72 15 tab Miami, 
Florida 
i , 
1/5/73 Syringe needle Washington, 
0.01 Paraphn. D.C. 


Date 
Received 


h 5/73 
oe. 


‘ 


12/29/77 


12/29/72 


Lab # 


A5846 


11284 


17531 


17531 


45840 | 


; 
} 


Phendimetrazine con't. 


BND 
Case # 


11730071 


Quantity 
Received 


1 tab 
Bottle Cap 
1 Paraphn. 
390 tab 


21 tab 


12 tab 


Location 


Suspected 
Manufacturer Collected 
. Geigy Washington, 


D.C. 
1 


! 


Chicago, 
Illinois 


Mesquite, 
Texas 


Mesquite, 
Texas 
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Summary of circumstances associated with acquistion of drug 


PHENDIMETRAZINE i ’ 


J-1-71-0029 -- 
(5/27/71) 


G-1-72-0073 -- 
(5/14/72) 


J-1+-72-D541 -- 
(11/05/72) 


Laboratory -=- 
#2586 and 
#2587 


I-1-73-0071 -- 
(2/20/73) 


In this case, @ practicing pharmacist was distributing 
diverted pharmaceutical drugs to the southeastern 
Louisiana area. The defendant was arrested as he was 
enroute to deliver some drugs to BNDD agents. A search 
warrant was executed at his residence. Of the 3200 
dosage units seized, 75 were phendimetrazine tablets. 


Defendant was 4 physician who was illegally selling 

and dispensing amphetamines and barbiturates without 
medical ev amination on doctor-patient relationship. 

In May of 1972, 785 tablets of phendimetrazine were 

seized after arresting the dcfendant. 


An agent was introduced to a pharmacist who wanted 

to sell Desoxyn, Biphetanine and Didrex. In the course 
of the investigations 1090 tablets and capsules of 
proprietary preparations of amphetamine and meth- 
amphetamine were purciuased Or seized as were 100 Ritalin 
ane Didrex tablets, 700 Ionamin capsules, 300 phendi- 
metrazine containing tablets or capsules, 6.9 grams of 
cocaine; 402 tablets or capsules of amphetamine - 
barbiturate proprietary combinations, 829 proprietary 
barbiturate containing tadlecrs or capsules, 213 Valium 
and 194 Quaalude tablets, 400 codeine containing tablets 
and 23 grams of morphine sulfate. 100 tablets of a 
diuretic were among the drugs purchased. 


Two (2) laboratory cases were samples received in 
November 1972 from the Hialeah Crime Laboratory in 
Miami, Florida. The samples were purchased by 4 
detective and consisted of eleven and fifteen tablets 
which were identit +d as phendimetrazine. 


A cooperating individual was able to purchase 390 
tablets which were alleged to be amphetamine. Upon 
chemical analysis, the drug was determined as phendi- 
metrazine. On February 23rd, the informant could buy 
100,000 "black capsules" but he would have to pur- 
chase at least 10,000 of 30,000 phendimetrazine tablets 
they had. 


we 


Summary of Letters Document ing prbGine:razine Abuse 
PHENDIMETRAZINE 
December 1972 


“pnendimetrazine has been found in the New Jersey State 

Police Laboratory. Recently a thousand light green tablets + 
were seized." The drug was identified by Infrared and Mass 
Spectroscopy- 


January 1973 


Three samples have been identified as phendimetrazine in 

the Pennsylvania State Police Crime Laboratory at Harrisburg. 
Ultraviolet and Infrared Sozctra, thin layer chromatography, 
and chemical color tests were utilized to identify pherdi- 
metrazine. Jpoo receiving further samples, the identity of 
the excipients resembled the 35 mg "Bacarate” brand of phendi- 
metrazine tartrate distributed by S.J. Tutag and Company, 
Detroit, Michigan. 


February 1973 


Ballistic examination by SCLL was completed on capsules sub- 
mitted by the Mississippi Bureau of NarcoticS,s The capsules con- 
tained phendimetrazine tartrace but could not be identified as 

to manufacturing source. 


February 1973 : 


Mississippi Crime Laboratory were having a problem with an 

exhibit. The capsules, resembling Dexedrine, were pought by 
narcotic agents who were told they were amphetamines. Chemical 
tests were giving results which were dissimilar to those of 
amphetamine OF any other drug they were familiar with. Examination 
by the Special Testing and Research Laboratory res’ ited in the 
findiags that the capsules contained phendimetrazine tartrate but 
could not be identified as to manufacturing source. 


February 1973 


Phendimetrazine has also been reported by the Philadelphia Police 
Chemistry Laboratory. In one seizure ten (10) capsules were 

found to contain the drug. They were the same size 4S the standard 
amphetamine sulfate capsules but unimprinted, conventionally shaped 
and contained orange and white pellets. 
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Summary of Letters Documenting Phendimetrazine Abuse (continued) © 


PHENDIMETRAZINE 


March 8, 1975 


Within the past 30 days, the Northern Illinois Police Crime 
Laboratory has received a quantity of phendimetrazine as 

double scored pink tablets and double scored white tablets. 
Exhibits have also been processed which were in powder form. 


March 8, 1973 


The Drug Analysis Laboratory of the Pharmacology Department 

of the University of Louisville School of Medicine has frequently 
identified phendimetrazine taodlets confiscated in this area. 

The tablets were not Ayerst Plegine put are plain white, well 
made tablets. 


March 20, 1973 


A letter was received from the Washington State Board of Pharmacy 
recommending the control of phendimetrazine under the Controlled 
Substances Act. In a recent case, over a million dosage units 

of this drug were confiscated. Further information indicateu 

that the same praccitioner has 1.4 million dosage units in 

storage, awaiting the outcome of the first case. The practitioners 
feel that this drug will give the same anorexic effects as 
amphetamines or amphetamine-like drugs. 


Phentermine 
BNDD Laboratory Analysis from 1 July, 1970 to Date 


Date BND Quantity Trade Suspected Location 
Received Lab x Case # Received Name Manufacturer Collected 


‘gab 6968 --- Strasenburg Lake Charles, 
Louisiana 
ju/12/71 12386 --- Takoma Park, 
Meryland 
|3/22/71 14444 --- Arlington, 
| Virginia 
4/12/71 | 8432 --- Carrollton, 
| Texas 
[8/16/71 18777 --- 0.03 ~<- --~ Washington, 
D.C. 
10/4/71 4945 C1710301 1 --- --- ; New York, 
New Yo.:x 
12/3/71 5631 B1710124 84 --- ~-- Farmingl..m, 
Mass. 
| 
1/25/72 6084 | C3720021 23 --- Strasenburg Livingston, 
| New Jersey 
12/8/72 6131 | 59 Ionamin Strasenburg Washington,,Il!t. 
100 Ww " | Ww : 
100 it " w " 
15 W ! VW " 
« | 


Exhibit # 


EX. 


EX. 


Phentermine con!t. o@e 
Fai 


Date BND Quantity Trade Suspected Location 
Received Lab # Case # Recetved Name Manufacturer Collected Exhibit # - | 


Strasenburg Peoria, Ill. 
W " Bi 


Strasenburg New York N.Y. 


Strasenburg Atlanta, 
Georgie 


5/25/72 34720009 Nauvoo, 
: Alabama 


5/39/72 7402 11710224 Calumet City, 


Illinois 


6/27/72 14612 M3720033 ‘ Houston, Texas 
14613 y " " 
14514 
14615 
14616 
14617 


6/28/7° 14671 ) Roswell, N.M. 


7/10/72 07863 Strasenburg Davenport, Iowa| Ex.1A3A_ 
07863 = “s 2 Ex. LA3B © 
07863 : 3 ” 4: Ex, 2A2 
/ ] > 
7/13/72 24514 Strasenburg P.G. County, Ex. A 
. Maryland ' 


i 
‘ 
‘ 
i 


Phentermine con't. 


Date BND 
Received Lab # Case # 
16102 N37 20034 


J172D541 


10162 C1720495 


17044 | --- 


£9279 --- 


11501 C173x007 


Quantity 
Received 


on 


Trade 
Name 


Suspected 
Manufacturer 


Strasenburg 


Strasenburg 


Strasenburg 


Strasenburg 


Strasenburg 


Location 
Collected 


Albuquerque, N.M. 


New Crleans, 


Loui: .ana 
Wu 


New York, N.Y. 
Mesquite, Texas 


Montgomery Co., 


Maryland 


Washington, 
D.C. 


New York, N.Y. 


Ex,20C5 -° 
s. 2. 
Ex. 31. 
Ex. 11C_ 


Ex. 5 


EX. 7 | 


Ex: 2 


~ 


EX. 


®98T.. 


ee 
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Summary of circumstances associaged with acquisition of drug 
PHENTERMINZ 
C-1-71-0301 -- One (1) capsule of phentermine was taken from 


(10/4/71) of one of four individuals suspected of 
trafficking in cocaine. 


B-1-71-0124 -- BNDD agent, posing as a user of Speed, presented 
(12/3/71) himself to a physician suspected of illicit pre= 
seribing practices. Ir. the course of the in- 
vestigation approximately 12 prescriptions were 
: written involving sevea drugs. In addition, the 
physician sold the agenc 12 free sample packs, 
each containing seven Ionamin 30 mg. capsules. 


C-1-72-0021 Suspected clandestine Mescaline laboratory was 
(1/25/72) raided. Eighteen capsules of phentermine were 
found in a kitchen cupboard. 


C-1-72-0101 -- Twenty-two (22) capsules of phentermine were 

(2/25/72) found on a suspected heroin pusher along with 
109 grams of cut heroin and 14 tablets of 
methadone, 


J-4-72-0009 An informant established a contact who was 

(5/25/72) dealing in large quantities of "blacks" — 
(RJS Biphetamine capsules). Negotiations were 
entered into for the purchase of large quantities 
of “blacks."' The dealer offered to sell "yellows" 
because "blacks" were scarce. Informant refused 
but did purchase six "yellows" as a sample. SCIL 
determined the "yellows" to be fonamin capsules 
manufactured by R.J. Strassenburgh Company. 


1-1-71-0024 -- Negotiations were entered into for the purchase 
(5/30/72) of “amphetamines.” Suspect agreed to deliver 
10,000 Biphetamine capsules and 2,100 Benzedrine 
tablets. Suspect gave agent one(1) Ionamin 
capsule and two (2) Serax tablets as samples of 
other drugs which he could supply ‘n large quantities. 
Suspect and his source were arrested and 6,150 
Biphetamine capsules and 2204.5 tablets of Benzedrine 
were seized. 


‘2 
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Summary of circumstances associated with acquisition of drug 
PHENTERMINE (continued) | 
M-3-72-0033 -- A chemical manufacturer notified BNDD ‘iat a company 
(6/27/72) had ordered precursors and reagents which might be 

used for the manufacrure of amphetamine. BtDD 

determined that no su a sav existed and raided the 

house into which the ord. wi been taken. Frecursors, | 

reagents, powder drying or. nirrors, in a bowl znd in 


a purse were seized. Analysis of the powder showed that 
it was phentermine. In reading the case report it was 

noticed thatexa-dinmethylphenthylarine (phentermine) 

was one of the “precursors” ordered from the licit 

manufacturer. 


N-3-72-0034 -- During the execution of a search of the premises 
(9/27/72) occupied by individuals suspected of possessing mari-~ 
huana for distribution, quantities of marihuana, 
peyote, LSD, cocaine, amphetamine and phenobarbital 
were seized as were tablets or capsules provisionally 
identified as Vistaril, Darvon, Darvon-65, Vivactil, 
Valium, Equanil, Daimane, Combid, Lasix, Robaxin, ‘ 
Silian, Valpin-P.3., Thyroid, Symthroid, Desoxyn, and 
Ionamin. 


J-1-72-D541 -- An agent was introduced to a pharmacist who wanted to 
(11/06/72) sell Desoxyn, Biphetamine and Didrex. In the course 
of the investigations 1090 tablets and capsules of 
proprietary preparations of amphetamine and meth-= 
amph:tamine were purchased or seized as were 100 Ritalin 
and Didrex tablets, 200 Ionamin capsules, 300 phendimetrazine 
containing tablets or capsules, 6.9 grams of cocaine; 402 
tablets or capsules of amphetamine - barbiturate proprietary 
combinations, 829 proprietary barbiturate containing tablets 
or capsules, 213 Valium and 194 Quaalude tablets, 400 codeine 
containing tablets and 23 grams of morpoine si liate. 109 


cablets of a diuretic were among the drugs purchased. " 
C-i-72-0495 -- Following the arrest of three (3) individuals involved 
(11/14/72) in the sa’. of one (1) kilo of heroin, three (3) ia~ 


dividuals tangential to the case were arrested. One (1) 
of the latter individuals, when asked if he had any 
narcotic or drug substance in his apartment, presented 
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Summary of circumstances associated with acquisition of drug | 


PHENTERMINE (cont inued) 


C-1-72-0495 -- the agent with approximately 10 grams of mar ihuana 

(11/14/72) and an envelope containing 2 phentermine, lL amphet- r 
amine (3iphetamine), 1 secobarbital - pentobarbital 
containing capsule, 1/2 tablet containing amphet- 
amine and methamphetamine and 1 tablet containing 


LSD. 


Laboratory ~~ Non-federal case - limited information available. 
Number 17044 Individual charged with possession with intent 
(11/27/72) to sell. SCIL not aware that ary other drug 

or exhibit associated with case 


C-1-73-X007 -- File incomplete. Information available indicates 
that during a search of premises occupied by two 
(2) arrested individuals, a travel bag was found 
which contained 2 phentermine, 2 alleged amphet- 
emine, 3 phencyclidine, 64 doxepin containing 
capsules; 570 LSD, and 57 met done containing 
tablets and 16% assortei tab. and capsules 

\ of alleged barbiturates. 
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lr. Ernest A. Carabillo Murch 16, 1973 
Chief, Drug Control Division 


Williom W. Vodra 
Assistant Chief Counsel 


‘Non-Controlled Anorectic 5 
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Since our mooting on Tuceday I have had a chance 

to discuss this matter with both Mr. Miller and 

Mr. Rosthal and to review the draft of the memorandum 
of meetinz on March 173. 
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audum of meeting, L don't believe tnuat the introductory 
wo pazes provide suftyvicient inaormation to nresent to 
the Drug Control Cc smittee or to the director for 
decision making Unless I misunderstood the remarks 

of your staff ou Tuesday, I believe they said that 
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stimulant anorectics (except possibly Mazindol) are 
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therefcre seen ineccurate to state that SCID "has 
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for abuse." . 


I also believe that it would be more accurate to state 
that there has been nrelininary information cathered 


that indicates receut diversion of four ox the marketed 
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anorectics by cvhysicians, with the exrress purpose 
of supplying stimulants when amphetamines were not 
easily available. 
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It would seen unwise to delay action when we .u5t 
admit realistically that we are going to control 
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UNITED STATES GOVERNMENT DEPARTMENT OF JUSTICE 


Memorandum + 194 


TO 


FROM 


SUBJECT: 


Files pate: April 12, 1973 


William W. Vodra’ 
Assistant Chief Counsel 


Ionamin 


The following information regarding diversion of 
Ionamin was gathered during February 26, «7, and 28 
by William Vodra upon contacting various BNDD field 
orfices and reviewing investigative files: 


1. Thefts. Region 11 (Texas aru Oklahoma) begaa 
monitoring theft reports from pharmacies early in 
1973 because of an increasing appearance of non.:on- 
trolled drugs in the theft reports. It should be 
noted that thefts of noncontrolled drugs are not 
required to be reported to BNDv; therefore, the data 
is not complete but merely indicative of the activities. 
Generally, the noncontrolled drugs were included in 
reports of thefts that included other controlled sub- 
stances. The following quantities of Ionamin were 
reported as stolen during the period of Septem>er 1, 
1972, to February 15, 1973. 


September 500 tablets 
October 570 tablets 
November 400 tablets 
Decemr r 0 
January 100 tablets 
February 0 


1,570 tablets 


This suggests that Ionamin is a target for persons 
stealing abusable drugs from pharmacies for illicit 
sale or use purposes. 


J 


%. Conversations with a BNDD/DALE agent in one major 
southern city indicated that the agent nad seen Ionamin 
at least six times in the jllicit street traffic in the 
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last few months. No purchases were made and no 
reports were filed because Icnamin is not a controlled 
substance. However, the agent reported that Ionam.n 
isselling for $0.50 a tablet in the city and, while 
not widespread in the street, it is available to 
anyone desiring it. 


3. Criminal Case Nc _ 1 An investigative case file 
on a deiendant who has been arrested but not yet tried 
indicates that the defendant, a registered physician, 
was selling large quantities of controlled drugs. 
Agents made buys on seven occasions prior to ‘e 
arrest ofthe defends :. The pattern and appeu.ance 

of Ionamin is signiiicant. 


Purchase Number Drug Bought Quantity 


#1 (last quarter, Biphetamine 400 d. 
1972) Total price: Desoxyn 400 d. 
$300 Tuinal 100 d. 
Nembutal 100 d. 
Talwin 10 ml. 


#2 (Six days after Biphetamine 200 
#1) Total price: Tuinal 
$500 Desoxyn 

Preludin 


ececree 


#3 (Eight ‘Vays after Biphetamine 

#2) Total price: Seconal 

$1,2°9 Pentobarbital 
Dexedrine 
Preludin 
Daimane 
Demerol 


qnannank aa 
GBreeee 
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#4 (Seven days after Seconal 
#3) Total price: no Tuinal 
charge Nembutal, 
Quaalude 3,000-5,000 
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i 
Offered for sale but not purchased by 


Furchase Number 


#5 (Six days after 
#4) Total price: 
$2,200 


#6 (One day after 
#5) Total price: 
$700 


#7 (Apprcximately 
12 weeks after #6) 
Total price: $15,060 


oe 
*" 1964 
3. 
‘ 
Drug Bo. nt Quantity 
Ritalin 5,C00 d.u. 
Nembutal 300 d.u. 
Doriden 100 d.u. 
Preludin 388 d.u. 
Bacarate 2,000 d.u. 
Terpinhydrate 161 bottles (4 oz. ea.) 
with Codeine 
Codinal 96 bottles (4 oz. ea.) 
Cheracol 72 bottles (2 oz. ea.) 
Asthec-G 3,000 d.u. 
(Codeine) 
Ionamin 1,600 d.u. 
Bacarate 2,000 d.u. 
Ionamin 2,000 d.u. 
Bacarate 6,000 d.u. 
Ri’ alir 30% d.u. 
Obeurin-LA 500 d.u. 
Desoxyn 500 d.u. 
Biphei amine 2,075 d.u. 
Quaalude 1,4C0 d.u. 
Plawvidyl 388 d.u. 
Doriden 1,000 d.u. 
Nembutal 1,000 d.u. 
Nouldar 400 d.u. 
Talwin 110 vials (10 ml.ea. 
Demerol 2? vials (30 cc ea. 
Paregoric 3 pints 
Na. cotic Cougk 72 bottles (4 oz. ea.) 
Formula 
PAC Compound 3,000 d.u. 
(Codeine 
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During purchase #4, Ionamin we offered to the agent. 
The investigative report read as follows: 


"Dx, I--- then wanted to know if we [the ad 
agents] could sell some Ionamin. He said 

that they were almost 45 good as Bipheta- 

mine 20 and that he could sell them and 

cover the sales easily. Dr. I--- then 

asked X--- [an independent illicit drug 

dealer introduced to the agents 2 ie, ie 

for the purpose of supplying the agents 
with heroin, cocaine, marihuana, and 
dangerous drugs smuggled in from Mexico 
how he like them? X--~- stated that, "They 
are good, I took two and I had a hard time 
getting to sieeo” Or. i-- stated "Yeah, 
I took one and I thought they were good." 
Dr. I--- left the office. 


7 


Seven days later the physician provided the age ts 
with 1,600 Ionamin and another 2,000 Iorsmin 12 . eeks 
after that. 


4. Criminal Case No. 2 Another investi: ation involving 
a physician commenced in the last quarter if 1972. Ar 
agent (Agent A---) purchased 30 Biphetamine. One month 
later the agent purchased 30 Biphetamine and 70 Ionamin 
and a prescription for 30 Seconal. The investigative 
report contains the following paragraph regarding this 
purchase: 


Agent A--- asked Dr. J--- what about Ionamin. 
Dr. J--- advised him that the regulations on 
them were not so bad but stated that they were 
no good but he would give the agent seven cf 
them to let one of his girls try them out. 

(The agent had represented that he was a 

pimp and wished to have his givls take ampheta- 
mines to stay awake. 


Ten days later, Agent A--- purchased 105 Ionamin and two 
prescriptions for Biphetamine. Approximately three weeks 
later, Agent A--- and another agent purchased a total of 


119 Ionamin, [56 Ionamin (15 mg.) and 63 Ionamin (30 mg.) 
together with four prescriptions for 30 Biphetamine each 
and one prescription for 30 Seconal. (The physician also 
sold six prescriptions for Biphetamine to otuer agents on 
2 other occasions. ) 


5. Criminal Case No. 3 This is an active investigation 
involving a physician commenced in 1973. Agent F--- 

approached Dr. K--- for the purpose of buyirg Biphetamine 
20 or other amphetamines. The investigative case file , i 


reads as follows: 


"pr, K--- advised that the narcotic people Y 

told him not to write prescriptions for 

amphetamines as the narcotic people were 

making trouble for him and advised Agent 

F--- that he could give a prescription for 

Ionamin as it would do the same thing [i.e., 

keep him awake }."" 4 


The physician then sold tne agent two prescriptions for 
30 Ionamin each. (Prior te his conversation with the 

physician, the agent had overhearc a young hippie-type 
individual attempt to buy amphetamines from the doctcr; 
the doctor refused to write for anything but Ionamin 

and no agreement was reached between the youth and the 
doctor.) Approxima.ely three and half weeks later, two 


more agents, Agents G--- and H--- purchased a total of 
three prescriptions for 30 Ionamin a piece. One week 
later Agents G--- and M--- visited the doctor; Agent G--- 


purchased a prescription for 30 Ionamin, while Agent M--- 
purchased a prescription for 100 Ritalin. 


6. Criminal Case No. 4 This investigation also involves 
a physician. Agent P--- approached Dr. N--- in late 1972 
and purchased a prescription for 36 Biphetamine. Eleven 
days later the agent purchased another prescription for 
36 Biphetamine and a prescription for 36 Desoxyn. Six 
weeks later, the agent attempted to make a third purchase 
for the physician. The investigative file reads as 
follows: 


"pr, N--- stated that he could not write a 
prescription for amphetamine any more. Agent 
A--- asked Dr. N--- if there was any substitute 
that he, Dr. N--- could give." 


The agent then purchased two prescriptions for 36 Ionamin 
each and one prescription for 36 Doriden. 


1982 
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7. Criminal Case No. 5 A physician was arrested 
recently for selling Obedrin LA and Biphetamine to 
agents. At the time of the physician's arrest all 
stocks of -ontrolled drugs were seized. The doctor 
continued medical practice pending the trial. In 
January of 1973, the physician reported the theft 

from his office of 1,000 Ionamin and 8,000 phendi- 

r -cazine tablets, indicating a shift in his activities 
fron amphetamines to Ionamin and other noncontrolled 

an rectics. 
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IONAMIN -- 5/ CM HT CAT cases 
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Case #G5-/3-0004 
/ 
On March 2, 1973, Special Agents and an informant 
drove to the area of a pharmacy located in Puerto 


Rico. After searching the informant he was 


given $700 official Government funds for the 


zoR PugcrAsr” 


purchase of mannite for cutting heroin and/other 
drugs. While under surveillance by the Agents 

the informant entered the pharmacy and paid for 
the mannite which was to be delivered later and 


purchased 10 x .00 tablet bottles of Ionamin 
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Note: These 1,000 tablets were returned later 
to the pharmacy when they were determined to be 
nen-controlled substances and the $200 was returned 


to the informant. 


M2-73-0024 


On March 22, 1973, an informant notified Region 

11 Agents that he knew an jndividual who procured 
Po a a 

some 40,000 - 100,000 capsules ofjan unidentified 


stimulant from a source in El Paso, Texas and 


subsequently distributes them to truck stops 
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between San Antonio, Texas and Washington, D. C. 
The informant stated that the defendant was 
currently in possession of 400 - 500 of these 
capsules. On this same date the informant 
surrendered 70 lonamin capsules to the Agents, 
init stated they were part of what the defendant 
had in his possession. Later that day the 
defendants venicleyas searched and 405 Ionamin 


capsules were seized. 


Note: These capsules bore "Rs". It is ENA's 
understanding that for the last year or so 
Domestic S+rcsenburgh prooucts were identitied 
with the Pennwalt Corp.. symbol and Mexican 
Strasenburgh products were identified with the 


"RIJS" symbol. 
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On March 3, 1973, the Winston-Salem Police 
Department executed a search warrant and 
arrested one individual ana seized 700 Ionamin 


tablets along with other drugs. 
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Region 1 
‘ 


Lab data at Massachusetts Departnent of Public 
Health shows a total of 27 samples of Ionamin 


a. .lyzed since June 1972. 


March 19, 1973, Massachusetts State Police 
seized 411 capsules of Ionamin from unnamed 


defendant. 2 


Region 2 


Reports no availability of Ionamin. 


i ‘ \ 


Reports no availability of Ionamin. 


Region 4 


State of North Carolina has analyzed 25 exhibits 


from illicit traffic since June 1972. 


Charlotte, North Carolina Police have had 
approximately six cases since June 1972, but 


mo records kept on non-controlled substances. 
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Region 5 ; 


Two exhibits of Ionamin have been examined by 
Florida State authorities. These were very 


small quantities. 


See attached significant cases. 


Region 6 


has 


The Michigan DIU have initiated four cases in 
which purchases of Ionamin were made. Total 
Ionamin involved 150 dosage units - largest 


purchase 50 dosage units. 


-\ 
es 


Three samples of Ionamin analyzed by Plymouth, \ 


Michigan State Police Lab. involving approximately 


450 dosage units of Ionamin. 


The Detroit Police Department reported the 
hijacking of a truck load of Ionamin, however, 
total amount of Ionamin involved was not 
available. 


75-100 
Kentucky State Police have analyzed 75400 


Ionamin capsules during the last year. 


The Columbus, Ohio District Office has one case 
pending concerning the dispensing of Ionamin 


by a nurse without a prescription. The District 


xr04a 


Office also reports one overdose incident from 


‘ 
Ionamin. The drug is reported as readily 


available on the streets of Columbus. 


The Cleveland District Office reports local 
authorities have made five or six purchases 
totaling 190 dosage units of Ionamin and that 


street use of t*~ drug is jncreasing in the area. 


On May 29, 1973, Cincinnati Police Department 
arrested one indiviu.al in possession of five 


Ionamin capsules. 


Summary: Region 6 - 23 cases of purchases or 


°% 


soizures. X 


Region 7 


Reports no availability of Ionamin. 


Region 8 


Region 10 


On April 21, 1973, the Missouri County Sherriffs 


Department, Charleston, Missouri, seized 1,450 


dosage units of Ionamin from an unnamed defendant. 


_approximately 4,000 dosage units. 
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Region 11 


Texas DIU reports significant increase of 
practitioners writing Rx's for Ionamin in 


the last eight months. 


DIU has purchased or seized Ionamin in ten 


instances since November 22, 1972, ipvolving 


Region 12 


Reports .io availability of Ionamin. 


Region i3 


Reports no availability of Ionamin. 
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UNITED STATES GOVERNMENT DEPARTM:NT OF JUSTICE 


Memorandum , 


TO 


FROM 


SUBJECT: 


John E. Ing 


DATE: April 2, 1973 
Director 


me ee ay 
William W. Vodra! UY" 
Assistant Chief Counsel 


Non-controlled anorectic drugs. 


Attached is a copy of the memorandum prepared for 
the use of the Drug Control Committee in evaluating 


what the Bureau policy on anorectics should be. It 
contains all the alternatives we can determine and 
sketches the factors considered. The unanimous 


recommendation of the Drug Control Committee was 
to follow the FDA recommendation (Option 1) if we 
determine that FDA could substantiate claims of 
similarity among the drug. On Friday, March 30, 
Dr. Zendzian, Dr. Potrepka and I spent several 
hours at FDA covering these questions and were 
satisfied that the claims could be supported. 


We will be able to go over these materials in detail 
at our meeting at 3 o'clock on Tuesday, April 3. 


cc: Robert Rosthal 


Azf Z43—- een “1~ cai of (/* ? 7 ? 


John E. Ingersoll April 2, 1973 
Director 


William W. Vodra 
Assistant Chief Counsel 


Non-controlled anorectic drugs. 


Attached is a copy of the memorandum prepared for 
the use of the Drug Control Committee in evaluating 


what the bureau soLicy o anorecescs snould be. It 
contains all tino aiternatives we can aecerminae and 
sketches the factors cousidered. The unanimous 


recommendation oi the Drug Control Committee was 
to follow the FDA recommendation (Option 1) if we 
determine tlat FDA could substantiate clains of 
similarity among the drug. On Friday, March 30, 
Dr. Zendzian, Dr. Potrepika and I spent several 
hours at FDA covering these questions and were 
satisfied that the claiczs could be supported. 


We will be able to g0 over these materials in detail 
at our meeting at 3 o'clock on Tuesday, April a 


cc: Robert Rosthal 
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MEMORANDUM of MEETING 


. a 


SUBJECT: Control of Anorectic Drugs March 13, 1973 
Attending: Mr. Kerness . ENAE 
Mr. Persinger ENAE 
a Mr. Vodra CC 
Dr. Smith DMD 
Mr. Carabillo SCID 
Dr. Lawrence | SCID 
Dr. Potrepka SCID 
Dr. Zendzian SciD 


This ce2tin ea 


g was held to coordinate ENCD's response to the HEW 


recommendation for ccentrol of the anorectic drugs, diethyLpropion, 
benzphetamine, phendimetrazine, phentermine, chlorphentermine, 
clortermine, fenflursczine and mazindole. The latter three drugs 


are not yet marketed in the USA. HEN has recommended that all of 
these drugs be placed in Schedule LIZ except fenfluramine which 
is reccomended for Schedule IV. 

The attendees reviewed the information presented by HEW and in- 


formation presented by SCID, CC and ENA representatives. 


SCID in October 1972 completed a preliminary study of the 


five (5) marketed drugs. The information collected at that 


time was not considered sufficient to justify a control re- 


————— 


commendation but none of the information could support a case 


against control. Where information was available it showed 
biccie iiees en possessed qualities similar to amphetamine 
with possible quantitative differences. 

cc and ENA have obtained preliminary information that in- 
dicates recent diversion of diethyipropion, benzphetamine, 
phendimetrazine and phentermine. CC presented information 
the- some physicimms were prescridinzg these anorectics with 
the express purpcs® of supplying stizulants, since amphetamines 
are not easily availebie. SCIL has recently srr several 
letters from state laboratories that have identified phendi- 
metrazine in street samples. 

The information presented by HEW consisted of a summary of 
the information which they used to make their recommendation. 
While the summary information was considered insufficient by 


SCID it was considered to indicate that HEW (i.e., FDA) has 


sufficient information to justify their recommendation. Since 


the individuals ac FDA, who contributed to the HEW recommendation, 


won 


a / 2530- a 
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will be utilized as expert witnesses at any required hearings, 
representatives of CC and SCID will interview the individuals 
concerned and access the quality and magnitude of the in- 
formation which they have. 
On the basis of the information available the attendees 
formulated seven options for consideration by BNDD. These 
options are: 

1. Accept the HEW recommendations, placing all y 


the drugs in Schedule Iii except fenfluramine 
in Schedule IV. 


2. Place all the drugs in Schedule IV. ‘ 

3. Place ail the drugs in Schedule tii. ~ 

4. Place all the drugs in Schedule II. — 

5. Place 4 of the drugs in Schedule III and of 


6. Do not control the drugs. - 


7. No recommendation at this date, but rather 
dig in for more data. 


Detsiled outlines of the considerations for and against each 
option are attached. The attendees considered options #4 and 
#6 as unrealistic, and further that they could not justify 


placing fenfluramine in Schedule III and, therefore, opt 


= | 
Ww 


was unrealistic. Option 7 was considered undesirable since it 


would require an excessive use of BNDD manpower. 


‘ 


</ 
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As for recommending a4 particular’ choic? among options 1,2 
and 5, the ENA, DMD and SCID representatives considered 
option one as their first choice and were split in recommend- 
ing vetween options 2 and 5. CC expressed its opinion on 
selecting options as follows: 
"Regarding selection of the opticns, Chief Counsel's 
office is of the opinion that action now is important 


for a variety of reasons. It is not crucial at this 
time to select between options 1, 2 and 5 (which are 


the most realistic alcernatives) until we have com- a 

menced discussions with the deg companies and get a A 

better feeling for the possibdi 1+ries of having and wi 

winning hearings. We should enter discussions from ’ 
ation in indicating 


the standpoint of the FDA secomment 
2 general Bureau philosophy tn2* these drugs should 
rc 


be controlled "in line with Fla 5 recommendation." 
If the discussions indicate a ish probability of 
hearings and <nerefore will require an extensive 
work-up by SCI and ENA of date mow in the hands’ of 
FDA and feder2i, state and local agencies in the 
field, then we can consider other alternatives." 

The =rug Control Ccm ittee's attention is directed to the 


need for expeditious handling of this matter. FDA is 


wolunterily withholding the New Drug Applications on the 


three new products to support our drug control efforts. The 
only grounds on which they can do this for any length of time 
is that we have comnenced action to control and until that 


* 


Fan 7c am - ai sca Ari? ~~ 11} mad awn t 
acticn is completed these drugs should not be made available 


to the American people. If BNDD delays commencing control 
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+ 
proceedings, the FDA position becomes untenable and they 
will have to permit the marketing of these three drugs. 


In addition the manufacturers of the five (5) presently 


marketed drugs are aware that BNDD has received HEW's 


recommendation to control their drugs and any excessive 
delay on our part will only serve to convince them that 


BNDD Lacks substantial evidence for their control. 


vl ( 


ot fa \ 
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Option lL Accept HEW recommendations 


) 


(ALL in Schedule III except fenfluramine in IV) 


Hearing Possibilities 


Diethylpropion Tinwatt 


moderate 
Benzphetamine pdt ue low 
{ vadating™ A) 
Phendime razine * cat alt low 


pt (tami 
Phentermine Spi Lop ( aw 


low/moderate 


F ge moderate 


: tal low 
en 
Spnbe't low 


Clortermine 


Fenf luramine Aas Rabbins 


Cost of Control bv BNDD 


Regulatory, minimal 
Crininal, low in presenc BNDD prioritles 

can be extensive i= priorities change 
Minizal Headquarters worx-up (CC, SCID, =NA) 


Pros and Cons of Option 1 
Pros 


rapid response 

use EEW witnesses 

sinimize BNDD costs in scheduling 
schecu.ing Sased on pocential for abuse 
conservative action ; 
protect public xe 
concur with FDA 


Cons 


not a serious problem now 


follews = 


DA philosoohy 


/ 


uncertainty of success on 4 of 8 drugs 
AMA will prodably object 


Manf£. Reauest 
23k... oc 


B'0D Winning 


high 


moderate 


moderate o 


low/moderate 


ra 


moderate/high 


. 
¢ Le 
Mae 257a “J 
Option 2 Place all in Schedule IV 
Hearing Possibilities 
Manf. Request BNDD Winning 


Diethylpropion none/ low igh 
Benzphetamine none/ low high 
Phendimetrazine none/ low high 
Phentermine none/ Low high 
Chlorphentermine 7 .. low ie __.., high 
Clortermine low high 
Mazindole low moderate/high 
Fenflu~ amine moderate moderate/high 


Cost o2 Control by BNDD 


Regulacory, minimal 
Criminal, low in present 3NDD priorities ' 


Pros and Cons of Opti * 2 


ng schedule (compatible with usvritten BNDD philosophy) 
ol - no hearings 

é e gor {7 

d for increased control 

aw and fact 


Cons 


back to HE‘ 


take more tine f 
actual diversion of at least 4 drugs 
weakness in tucure 2 oc ations \ 
: . 4 in . ' ~ t _ oh rU/i - ars ] 
pudlic disazreement with FDA ” sr(he * \ 7 ae 6 6D y fapselin 
a ; ’ { 4 (f. Mave f 
appear sort on these druzs banc t wersecmted A 
mav require greater BNDD ecfort to move to i é rezulatory controls vere 


insufficient 


Option 3 Place all in Schedule IIl 


learing Possibilities 


Manf£. Request BNDD Winnin 


Diethylpropion low high 

Benzphetamine low high 

Phendimetrazine low high 

Phentermine low high 

Chiorphentermine ee io roe Te So 
Clortermine low high 

Mazindole low low/moderate - 
Fenfluramine high low 


Cost 27 Control by 3NDD 


———— 


Regulatory, minimal 
Criminal, low in present 3NDD priorities 
can be extensive if priorities change 
e 


Headquarters work-up (SCID & cc) 
Pros and Cons of Opticon 3 


Pros 


rh 
rh 
tf 
n 


fenfluramine has possible stimulating e ts and could be 
x 


unique new drug exvertence 


scneduling based on pocential for abuse 
protec: pudlic (conservative approach) 
Cons 


back to HEW 


doubtful win for fenfluramine without extensive work-up 
] ee 


mot a serflous prob 


m% now f 


/ 
i " e ~ 2 
: . sy ‘ F P as ’ i 
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Option 4 Place all in Schedule Il 


(Attendants did not consider this option realistic) 


Hearinz Possibilities 


i el 


‘ 
Manf. Request BNDD Winning 
Diethylpropion high lov 
| Benzphetamine high low 
| 
Phendimetrazine moderate ha moderate 
| 
Phentermine high low 
Chlorphenternine high ; low 
Clortermine high low ue 
Mazindole high low 
Fenfluramine high low 
Cost of Control by 3NDD 
Regulatory, quotas, ARCOS, order forms, registration 
Crininal, lower taan placing these drugs tn Schedule IIL 
within present priorities 
Extensive Headq.arters work-up (ENA, CC, SCID) 
Pres and Cons of Option 4 
Pros ; 
elininace diversion 
most effective controls ' 


Cons 


back to HEW 

tine consuming 

excessive manpower requirements » ~ 
must fight in hearings 
extensive BNDD work-up required 
cannot justify 

AMA will object 


Pas Aa wt a 3 
te 2598 
‘ 
Option 5 Place 4 drugs in IIT and 4 in IV 
(See below) 
"earing Possibilities 
Schedule Manf. Request BNDD Winning 
4 
IIl Diethylpropion moderate/high high 
peas Benzphetamine low/moderate high 
IIL Ph. --imetrazine low/moderate high 
cote >“ pagteenine eters err a 
IV Chlorphentermine low : high 
IV Clortermine low high ee 
IV Mazindole low low/moderate 
IV Fenf luramine tow/moderate ‘ low/moderate 
Cost of Control by SNDD 
Rezulatory,minimal 
Criminal, low in presenc BNDD priorities 1 
can be extensive i= priorities change K 
Minimal Headquarters work-up (CC, SCID, +#A) 1p" ty 
- wo ae \ 
Pros and Cons of Optior 5 oe ft | at © 
ere Y | Y +4 
Eros 4 4 ‘ SF i* 
relates to actual diversion in Schedule III Vi Wid j a 
holding in Schedule IV ay lau a. alt ?P 
scheduling based on potential for abuse  # d : av od 
protect public (conservative approach) { J a A 
easy to move III to {Ll ir diversion increases ae a 
easy to move IV to TIT if << iversion appears <<a 3 JP 
2 et di 
Cons 1 Na 


back to HEW 
moving from IV to II may be difficult 


i 


-> 


Option 6 No Control 
(Attendants consider this option unrealistic) 


aring Possioilities 


Hearing -°-> 


None 


Cost of Control by BNDD 


Noa 4 
Pros and Cons of Ovtion 6 
Pros “ 
None 


cons 


indefensible for adiethylpropion, benzpnetamine, phendimetrazire and 


D 
phentermine aue to known d ve 

public reaction 

petitions to control may be expected irom the public 


Option 7 


vo 


No recommendation at this date 


l. request further material from HEW 
2. develop more information in-house 


3. develop philosopay of control first 


Pros and Cons of Option7 —_ _...-. PRS Orne ee es 


a 


Pros 


Compels development of a philosophy 


More data will be available for decision 


Lose HEW assistance 
Delay in control 


Large BNDD work-up fcr small problem 


(2eeinmsv + 
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SCHEDULES OF CONTROLLED 
SUBSTANCES 


Proposed Placement of Phentermine in 
Schedule Il 


On February 15. 1973, the Acting As- 
sistant Secretary for Health, on benalf 
of the Secre*ary of Heaith, Education, 
and Welfare, sent the following letter to 
the Director of the Bureat of Narcotics 
and Dangerous Drugs: 


DEPARTMENT OF HEALTH, EDUCATION, AND 
WELFARE 


OFFICE OF THE SECRETARY 


Washington, D.C. 20201 
Feervary 15, 1973. 


Joun E. INCERSOLL, 

Director, Bureau of Narcotics and Dangerous 
Drugs, Department of Justice, 1405 Tf 
Street NW., Washington, DC. 20537 


Dean Mr. INGERSOLL: The Foca and Drug 
Administration has recently completed & Te- 
view of all drugs currently marketed or pro- 
posed for marketing in the United States for 
the treatment of obesity. The marketed drugs 
inciude three substances airesdy 
under schedule If of the Conirc 
stances Act, amphetanise, met: 
mine, and phenmetrazinc. The revi 
cluded drugs currently not controlled under 
any scheduie, the marketed drucs, di 
propion, benzphetamine, phendimetra 
phentermine, and chlorphentermine, and the 
investigational subs*ances, clortermine, 
mazindol, and fenflurenune. New drug aopli- 
cations have been subniitted to the Food and 
Dre¢g Adminis:ration fcr the latter three 
arcs. and approvai ts pending. 

Review of data reveals that these drucs 
produce approx ately the same aegree of 
therapeutic © s ta man as currently 
scheduled anorectics, 8S adjuncts in weicht 
reduction in the obese. The review Indicated 
that the drucs are aiso comparabdie in other 
ways to scheduled anorectics: 

a. They ere sil closely retated chemically, 
with the exception of mazindol. 

b. Their phormacolo tical profiles are 
closely similer, except for certain aspects of 
the profile of fentiluraniune. 

c. Docume. atic. of actual abuse or pro- 
duction of deperncence in humansisi reguiar, 
but does exist for certain of the unscheduled 
anorectics. The skimpr documentation of 
abuse of these drucs appears due to the 
fortuitous nature of reports as currently ob- 
tained and to the past easy availability of 
cheaper and more potent stimulants, rarher 
than to intrinsic lack cf abuse potential, 

d. We note the conclusions and recom- 
mendations of the WHO Expert Committee on 
Druc Dependence that these crus either be 
subject to eontrol or by analogy are similar 
to drugs recommended for control. 

e. Certain specialized testing of fen- 
fluramine surgrsts that the avuse potential 
of fenfluramine ts of a lower order of magni- 
tude than that of the other drugs under 
consideration. 

We, therefore, conclude that all the above 
named drups possess abuse potential and 
potent: L for mereducins dru dependence, 
and a so unferming yeu as requ red under 


the * sions of section 201(1) of the Con- 
trol! ibstaneces Act. As provided for by 
eee... eOl(ay, we Muriher reeue % that the 
Attorney General b ate rite wkeive the 


above druvs to the sche cuirs of the Cone 
trolled Substances Act, and recomend tiat 
the schedule for all dru but feniluramine 
be schedule INI, feniluramine appearing more 
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appropriately controlled under the ~-ovisions 
of schedule IV. 

We attach review material asse.nvied by 
reviewing pnarmacologists within the Food 
anc Drug Administration for tts possible 
utility to you, and as 2 5a.'* for further dis- 
cussion after your s..-ntists have reviewed 
our recommendations ead request. 

Sincerely, 


Ricwarp L. Seccer, 
Acting Assistant Secretary 
for Healtn. 


Upon reccipt of this letter, the Bureau 
undertook a review of the following: (1) 
Materials submitted to BNDD oy the De- 
partment of Health, Education, and Wel- 
fare with the letter of February 15, 1973; 
(2) materials submitted to the Food and 
Drug Administration in connection with 
new drug applications on these drugs; 
(3) published scientific and medical lit- 
erature from the United States and other 
nations regarding these drugs; (4) se- 
lected investigatory niles compiled for law 
enforcement purposes by the Bureau and 
another law enforcement agency; and 
(5) the legislative history of the Con- 
trolled Substances Act. 

The results of this review can be sum- 
marized as follows: 

(1) Phentermine is chemically similiar 
to and related to the other anorectic 
drugs heing proposed for control, and to 
amphetamine, methamphetamune, and 
phenmetrazine, substances currently 
listed in schedule II. 

(2) Phentermine has a pharmacologi- 
cal profile which is similar to the other 
anorectic drucs being proposed for con- 
trol and tv ampinetamine, methampnct- 
amine, and phenrietrazine. This ceneral 
simiiarity suvvests that all of these crugs 
may be reasonably substituted for each 
other for therapeut‘c or abuse purposes. 

(3) Phentermine is covered by a new 
drug application approved by the Food 
ang Drug Administration for use in treat- 
ment of obesity. 

(4) Products containing benzpheta- 
mine, chlorphentermine, diethyl sropion, 
phendimetrazine, or phentermine have 
been marketed in the United States for 
several years. In the last 6 months, cer- 
tain of these products have been reported 
as tne subject of thefts. ci sion. illicit 
sales, and abuse. Quantitatively, this data 
does not surest & wide ad prebiem at 
the present time; qualitatively, the data 

indicates a trend to substitute these prod- 
ucts for amphetamine and methamphet- 
amine preparations in abuse circles. This 
reinforces the belief that abuse of the 
pharmacologically similar drugs will in- 
crease as the amphetamines ard meth- 
amphetamine become less and less avail- 
able. . 

(5) The levislative history of the Con- 
trolled Substances Act makes clear that 
the Bureau is to scheaule druzs based 
upon their potemual for abase, and 
“should not be required to wait until a 
number of lives have been destroved or 
substantial problems have artven before 
Cesimating Ww arug as s fet to cone 
trols.” (Comprehensive Drur Abuse Pre- 
vention and Control Act of 1970. House 
Report 91-1444 (part 1), p. 35, Sept. 10, 


eee 


ene 


. 


a 
970.) Discussing factors used to measure 
ential for avuse, the report quotes 

: revulations sued under the 
rus Abuse Controi Amendments ot 1965 
id. at p. 34): 

The D.rector may determine that a sub- 
cance his s potential for abuse because of 
tg depressant OF stimulant effect on the 
entral nervous system or its hallucinogenic 
fect. Uf: 

41) There ts evidence that individuals are 

the drug or drucs containing such @ 

rance in amounts sufficient to create & 

baa to their health or the safety of 
lio. ner individuals or of the community; or 

2) Taere 33 sivnificant diversion * the 
¢ruz or drucs conta:ming suca a substance 
from legitimate arug chan 3: or 

43) duals sre taking the drug or 
@ruzs containing such a substance on their 

oxn initiative ratoer than o the basis of 
medical advice from a practit:oner licensed 
7 law to administer such drugs in the course 
of bis professional practice. 
The House report goes on to say (id. at 
p. 35): 

In speaking of “substantial” potential | for 
abuse| the term “substantial” means more 
than 8 mere scintills of isolated abtv'se, but 
less than a preponderance. Therefore, docu- 
mentation that, say, several hundred thou- 
gand dosaze units of 4 drug have been di- 
vertea would ke “substantial” evidence of 
abdiuse despite the fact that tens of millions 
eZ Gosaze unics of that drug are legitimately 
used in the same time period. 

The Director has concluded from this 
review of the current situatcon that con- 
trol of all anorectic drucs 1s desirab'e 
at this time to insure that they will not 
become widely abused. This scheauling 
will fulfiil the congressional mandate to 

“t before substantial problems have 
srisen. 

Based upon the investigations and re- 
view of the Bureau of Narcotics and 
Dangerous Druss and upon the scientific 
and medical evaluation and recommen- 
Gition of the Secretary of Health, Educa- 
tion, and Welfare, received pursuant to 
sections 201 (a) ond (b> of the Com- 
prehensive Drug Abuse Prevention and 
Control Act of 1970 ‘21 U.S.C. 811 (a), 
(b)), the Director of the Bureau of Nar- 
cotics and Dangerous Drurs finds that: 

1. Based on informotion now avail- 
able, phentermine has a potential for 
ebduse less than the drugs or other sub- 
stances currently listed in schedule IT. 
Althoush rically and pharmacolog- 
feally this ix is clusely reiated to the 
other anorectic drucvs bein propose ror 
control and to the stimulants now listed 
in schedule LI, present data rezarding ¢x- 
cessive usaze, diversion, illicit sales, and 
abuse of phentermine is not substantial 
enough to warrant a finding that it has 
potential for abuse equal to the stimu- 
lants in schedule II. 

2. Phentermine has 4 currently ac- 
cepted medical use in treatment in the 
United States. 

3. Abuse of pher.termine may lead to 
hich psycholorical dependence. 

Therefore, under tie authority vested 
in the Attorney General by section 201 
(a) of the Cuomprenensive Dru; Abuse 
Prevention and Control Act of 1970 «21 
US.C. 8111a), and delegated to the Di- 


_* 


rector of the Bureau of Narcotics and 
Dan“erous Dru7s by §$ 9.100 of titte 28 of 
the Cude of Feceral Rev ulations, the Di- 


rector propose tat é 305.1% of t 1 of 
the Code ot Federal Regulations be 
amended to read: 
§ 303.13 Schedule IIL. t 

. . - . . 7 


(b) Stimulants. Unless specifically ex- 
cepted or unless listed in another sched- 
ule, any material, compound, mixture, 
or preparation which contains any quan- 
tity of the following substances having 
2, stimulant eect on tae ecutral nervous 
system, including its saits, isomers 
whether optical, position, OT geomect- 
ric), and salts of such isomers whenever 
the existence of such salts, isomers, and 


salts of isomers is possible within the. 


specific chemical designation: 


(1) Those compounds, mixtures, OF 
preparations in dosage unit form 
ntaining any etimulant substances 
tisted in schedule Ik which come 
pounds. mixtures, OF preparations 
were listed on August 25. 1071, as 
excepted compounds under § 308.32, 
and any other drug of the quantita- 
tive composition shown in that list 
for those drugs or which ts the same 
ttnat it contains a lesser quan- 
t of controlled substances 
(2) Phentermine.---------------99"" 1640 


Conferences have been held between 
the Bureau aad the Dorsey Laboratories, 
Division of Sandoz- Warner, Inc., one of 
the two manufacturers of phentermine in 
the United States. Dorsey has fully co- 
operated with the Bureau and has con- 
sented to tire placement of phentermine 
in schedule III to insure that it does uot 
become subject to apuse in the future. 

All other interested persons are iMm-~ 
sted to submit their comments or ob- 
jections in writing regarding this pro- 
posal. These comments or objections 
should state with particularity the issues 
concerning which the person desires 
be heard. Comments and objections 
should be submitted i quintuplicate 
the Hearing Clerk, Office of Chiei Coun- 
sel, Bureau of Narcotics and Dangerous 
Drugs, Department of Justice, room 611, 
1403 Eye Street NW., Washington, D.C. 
90337, and must be received no later than 
Jwie 7, 1973. 

In the event that an interested party 
erbmiuts obiections lo this proposal which 
present reasonable erounds for this rule 
not to be finalized and requests a hear- 
int in accordance vith °1 CFR 308.45, the 
party will be notitied by recistered mail 
that a hearing on these objections will 
be he’ 19 a.m. on Jrme 11. 1973, in 
room . ‘tv, '405 Exe Street, NW., Wash- 
inctorn 2.C. 20 537, It objections sub- 
miitlec » > ot present such reasonable 
ground: y will be so advised by 
reistereu iv. 

If no obiections presen 
grounds Lor i hearuayt on 
received within the time 
alb ire sted VULuues ¥ 


\~¢ reasonable 
is propo..al are 
mitations, and 
waive OF ATe Get med 
to witive Lior enporctiniy ter the heare 
ing or to participate Mh tne hearmg, the 


Zz 


jrector may cancel the hearing and, 
@ mvirg conciderstion to written 
comment... issue his nel order pursuant 
to 21 CFR $303.48 without a hearing. 


Dated May 1, 1973. 


Joun E. INGERSOLL, 
Director, Burcau of Narcotics 


and Dangerous Drugs. 
[FR Doc.73-9070 “led 5-*-73;8:45 am|~ 
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SUBSTANCES 


zion and Phentermine: Tempo- 
sment in Schedule {¥; Intenm 
3s Ors 


ser? published in the S EDERAL 
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hat substance should be so controlicd 
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Any interested person may petition the 
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tity of diethylpropion or phentermine 
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COVA TS _5T_ OF PARTICULARS 
Covmt One 

A. The Government 2resently knows of nu windicted co- 

conzpirators other than those specified in Count One of the 


indictment. 


Tor tne overt acts Listed in Comt Ome of the indict- 


ment, the time ef occurrence, date, and placz of occurresce 
are as follows: 
lL. The first overt act occurred on about May 4, 
1973 at the Philadeiphia, Pennsylvania Airport 
2. The second overt oct occurred on OT about Jime 
2, 1°73 in the vicinity of 33 Imion are West in Manhattan, 
ew York City. 
a Yhe third overt uct occurred during a telephons 
conversation between hartin Weiner and Charles Fernald in or 
abort late June 1973. Charles Fernald epole on the celephone 
at 32 Unien Square ‘Jest in Manhattan, New York City. 
4. The fourth overt cect occurred durive a telephone 
coiversation between Martin oiner and Charles Fernald on or 


7 


srior to September 13, 1973. Ciarles Fernald spoke on tre 


ecleshone at 23 Mien Square West in Mrnhettan, ew York city. 


wt 


™io Fifth overt act occurrec during A telephone 

conversation hetweeca "dvard Pastor and Charles Fernald in or 
Yovenher, 

about/1973 end in o letter dated November 23, 1973 received at 


33 Mien Square wast in Manhettan, Mes York City. During the 


taleshene conversation Charles Formald spole en a telephone 


_— 


— 


ri 


33 Union Square West in Manhattan, ew York City. 

6. The sixth overt act occurred on or about Novem 
ber 23, 1975. 

7. The seventh overt act oceurrad in or about 197 
at the APA Transport terminal in Philadelnhia. Pennsylvania. 
(Several times curing 1973 and 1974 Ff. ward Pastor teld APA 
Trensport crpleyees, in face-to-face conversations and during 
telenhone cenversations, that Pastor was Dr. ‘lorace Jolinson. 
The seventh overt act is the first such face-to-face represen 
ation.) 

8. The eighth overt act occurred durin: a telephon 
conversation hetween Edward Pastor and Charles Fernald in or 
about the middle of April 1974, and in a letter mailed in 
Philadelphia, Pennsylvania on April 18, 1°74 and recelved 
threafter at 33 th ton Square West in Manhattan, New York City 
Charles Fernald spoke on the telephone at 33 Uniou Scuare Wes 


in Manhattan, New York City. 


9, The ninth overt act occurred on or about April 
18, 13974. 
Count Two 
A. The misrepresentation, fraud deception and subter- 
on or 
fuge charzed in Count Two of the indictment cccurred/prior to 


July 26, 19,3 during a telephone conversation between Fdwar« 
Pastor and Charies Fernald, when Edward Pastor ordered 109,990 
phendinetrazine tablets for ['r. Horace Johnson. Charles 
Fernal« spoke on the telephone at 33 Union Square West in 
Manhattan, New York City. 
Count Three 

A. The risrepresentation, frauwl, deception and subter- 
fuge chacsed in Count Three of the indictment occurred on or 
eptemb2r 13, 1973 during a telephone conversation 
between Edward Pastor and Charles Fermald, when Edward Pastor 
ordered °"%7,099 phendimetrazine tablets for Dr. Horace Johnson 


os 


27ua 
Charles Fernald spoke on the telephone at 33 Union Square 
West in Manhatten, New York city. 
Count Four 
A. The misrepresentation, fraud, dscention and subter- 


fuze charged in Count Four of the indictment occurred in or 


about November 1973 during a telephone conversation between 
Edvard Pastor and Charles Fernald, when Edward Pastor ordered 
2,000,000 phendimetrazine tablets for Dr. Horace Johnson; 
during a subsequent telephone conversation in November 1973 
between Edward Pastor and Charles Fernald, when Edward Pastor 
satd that Wingate Sales would receive the order on the letter- 
head of a Joctor with a valid BYDD (l.e., Bureau of Narcotics 
and Dangerous Drugs) number; in a letter, dated November 23, 
' 4973 md received at 33 Union Square West in Manhattan, Yew 
“York City, that purported to be signed by Dr. Horace Johnson, 
to be on Dr. Johnson's letterhead, and to verify an order for 
2,090,009 phendimetrazine tablets; and during a subsequent 
telephone conversation in November 1973 between Edward 
é Pastor and Charles Fernald when Pastor said that the Nov- 
ember 23, 1973 letter contained a typographical error. 
During the telephone conversations enumerated in this partic- 
ular Charlea Fernald spoke on 4 telephone ct 33 Union Square 
West in Manhatten, New York City. 
Commt Five 
A. The misrepresentetion, fraud, deception and subter=- 
fuge charged in Count Five on the indictment occurred in or 
ehovt Arril 1974 during a telephone conversation between 
Edward Pastor and Charles Ternald, when Edward Pastor ordered 


1,000,000 phendimetrazine tablets from Dr. Horace Johnsen, an 


in a subsequent letter postmarked April 18, 1974 and received 
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City, that purported to be signed by Dr. Horace Johnson, to 
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thereafter at 33 Union Square West in Manhatten, New York 


be on Dr. Johnson's letterhead,and to order 1,000,000 
phentermine tablets. During the telephone conversation 
Charles Fernald spoke on & telephone at 33 Union Square West 
in Manhatten, New York City. | 
Yours, etc. 


- THOMAS J. CAHILL 
. United States Attorney fox the 
Southern District of New York 
Attomey for the United States 
of America 


By: 


* + Avi iiw 
‘ ; Assistant United States Attorney 
: Office and Post Office Address: 
United ~““3tes Courthouse Annex 
One St. drew's Plaza 
New York ‘lew York 10007 
Telephon :: (212) 791-1984 


™; RICHARD KUH, ESQ. ms 
fuh, Shapiro, Goldman, Cooperma” and Levitt, P.C. 
800 Third Avenue 
New York, iNew York 10622 
Attorney for Defendant Edward Pastor 


W. DONALD SPARS , ESQ. 

Legal Arta Builcing 

Front and Leman Streets 

Media, Pennsylvania 
Attorney for Defendant Martin Veiner 
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SOUTHERN DISTRICT OF Nil? YORK 
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UNITED STATES OF AMERI : i 
¥ - sass SUPPLEMENTAL BILL OF 
pe . PARTICULARS 


EDWARD PASTOR and : 
MARTI WEINER, 


Defendants. 


~eenwnnwnenaxneaeaeere 


GOVERNMENT'S SUPPLEMENTAL 
BRILL OF PARTICULARS 


A. In addition to the unindicte@ co-conspirators 
specified in Coumt One of the indictment, the Government 
charses that the following persons are unindicted co- 
conspirators: 

Ira Sachs, President, Danbury Pharmacal, Inc, 
Saul Green, formerly, salernen. Garden 
Latorateries, Inc. 

4. Parseraphs 6 and 7 of the Covernnent'’s Bill o: 
Particulars are amended to read, as follows: 

6. The sixth overt act occurred on or about 
November 23, 1973. 

7. The sevenii: overt act occurred in or about 1974 
at the APA Trensror terminal in PhiladcIiphia, Pennsylvania. 
(Saveral tices during 1974 Echrard Pastor told APA Transport 
employees, in Face-to-face conversations and durin; telephone 
eonverset os, tliat Pastor was Dr, Horace Johnson, The 
seventh overt ect is the first such face-to-face 
representation.) 

Count Three (in superseding, indictrent) 

A, ‘the misrenresentation, frard, deception and 
subterfuge charged in Count Three of the indictment occurred 
in or about the end of July and the bevinnins of August in 


1973, including lon; distence telephone calls between Charles 
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_ hereto. 


270a 


Fernald and | #idence of Edward Pastor on August 12 and 
21, 1973 and one or more meetings between Charles Pernald 
and a defendant, or the defendants, in Philadelphia, 
Pennsylvania. During the telephone conversations Charles 
Fernald spoke on a telephone at 33 Union Square West in 
Manhattan, New York City. 

Defendants* Demands for Particulars 

that the Court has Directed the 

Government to Answer 
: A. The B.N.D D. registration number islized by 
the defendants was AJ 4828743. This registration suai r was 
assigned to Dr. Horace Johnson. The number was not 
suspended, It expired on, or prior to, December 31, 1977, 
when no application to renew was filed. (Defendants also 


utilized Dr. Horace Johnson's Pennsylvania registration 


(Defendants' Demand 6(D) (2)) 

B. Most documents in the Government's custody or 
control that are requested in defendants’ demand 6(D) (6) 
have already been produced to the defendants in the course 
of discovery, pursuant to Rule 15 of the Federal Rules of 


Criminal Procedure. (Some additional documents are annexed 


(Defendemts’ Demand 6(D)(6)) 

C. All documents in the Government's custody or 
control that relate to the acts alleged in overt acis 
numbered 5, 6 and 8 have already been produced to the 
defendants, pursuant to Rule 16 of the Federal Rules of 
Criminal Procedure, 
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(Defendants* demands 6(D)(12), 6(D) (13), 


and 6(D)(15).) 


By: 


TO: RICHARD KUH, ESQ. 


Kuh, Shapiro, Goldme, 


Yours, etc. 


THOMAS J. CANILL 

United States Attorney for the 

Southern District of New York 

Attorney for the United States 
cf America 


JCHN *SIMGERS 

Assistcnt United States Attorney 
Office and Post Office Address: 
United States Courthouse Annex 
One St. Arure-'s Plaza 

New York, New York 10007 
tslephone: (212) 791-1936 


Coopermen aud Levitt, P. C. 


800 Third /.venue 


New Yo.«, New York 16022 
Attorney for Nefendant Edward Pastor 


W. DONALD SPARKS, ESQ, 
Legal Arts Building 
Front and Lemon Streets 
Media, Pennsylvania 
Attorney for Defendant Martin Weiner 
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fo ea eet 1976, defendant Edward Pastor requested an order "[(p]ursuant 

re Pah ee 2 
Siig to United States V- Knohl, 379 F.2d 427, 434-37 (2d Cir.), 

eis. i — 

ih cert. den. 389 U.s. 973, 19 L.Ed.2d 465 (1967), appointing 

fa 3. 3 3. 

ghey” i, a physician or physicians to examine the defendant, EDWARD 

Sa dee . 

toe * PASTOR, to advise the court end counsel with regard to- = D 
eA; continuing the trial of the instant indictment as to the Z 

A uae ; : 

ea is ( he said defendant until such time as a trial of that indictment. 

A 

Wd 54," : 

Boe oe ‘a will not present a dancer to said defendant's health or 

tf ‘* SS ae ; i ‘ 

eS" 3 ‘ will not endanger the said defendant's life, and until such. _,: 

rage 5) ' . 
iQ: time as the said defendant will be able to properly assist 
ANS tien ® 4 
ey: . ve in his own defense, or ordering a hearing concerning such 

~: eas continuance." This request was based upon Mr. Pastor’s * a? 

re ' 7 

ae if history of a serious heart condition which had previously ne ne 
i. ¢ ‘ t , 

Me gh ae A been documented by a letter from Dr. Gaddo Onesti, Professor =: ° 


sy! of Medicine at the Hahnemann Medical College & Hospital af é 
hs ar : “ts 
is. Lie Philadelphia, who had previously treated Mr. Pastor. (A has 
1 : qt ket te copy of that letter is annexed hereto as Appendix A.) : Fae 
> air rate a is he The Government consented both to an examination | ‘ots 
ein ogee ee | Mee pastor and to‘a hearing to decermine his physical ability 

hes: « jie the to stand trial. Accordingly, he was examined on February As, 

Bs tS eee ce ITEP by Dr. Leslie A, Kuhn, a physician whom he oe 
ae ; and, a onny of Dr. Kuhn's report (annexed hereto as appendix, ce 
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Bight 3 * . "was examined by Dr. Meyer Texon, 2 physician selected by 
yap a the Govern .ent, and his report (annexed hereto as Appendix 
~ fe he +h. C) was submitted to the court. 
ereree fy Beer! The reports of Drs. Kuhn and Texon differed some- 
<7 % a ae: whe - in their diagnoses of Mr. Pastor's heart disease, but 
As rte re more significantly in their assessments of the possible 
aR Ee ana probable effects on his health of the stress of parti- 
: % bat cipation in a criminal trial. In view of this discrepancy, 
ef ry we the court ordered that a hearing be héld on February 17, 
t okey ; with Mr. Pastor present, to afford both the Government and 
yee defense counsel the Opportunity to present the testimony of 
: ae their experts and to test the anal, sis of their adversary's 
Oaey by cross-examination. Moreover, the Government scught to * pte 
ee, ee q question Mr. Pastor concerning the scope of his recent ‘ 
‘Ss jee z activities which could bear upon his ability to withstand °.... 
4 bea stress and to engage in light physical activity. However, se 
By we tye Mr. Pastor failed to appear on February 17 since he was F 
“4 ange hospitalized in Philadelphia on the preceding day, February | 
na tC od, » 16. Despite Mr. -Pastor's absence, the court heard a full i. 
hive OE bp day of testimony from Dr. Kuhn and Dr. Texon on February 17 ‘ 
mes » BAe Sone concerning the nature and extent of Mr. Pastor's heart con- 
* ’ sar dition. (See transcript of hearing. ): | 
we or grey MA ate ‘Since neither Physician had examined mr. Pastor 
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pean Purguan’ ‘thereto, the qourt ‘again directed that Mir. Pastor be 


\ 2a H 
its prognosis, and its implications as to his ability to withstand a 
the stress of a courtroom setting. ee : 


Thereafter, Dr. Texon reexamined Mr. Pastor at the 
Hahnemann Hospital in Philadelphia on February 21, and submitted his 
report to the court. (A copy of that report is annexed hereto as 
Appendix D.) Dr. Texon confirmed that Mr. Pastor had. in fact, suffered 
an attack of congestive heart failure, and recommended that Mr. Fastor 
renain hospitalized for an additional seven to ten days. Mr. Pastor's 
own doctor, Gaddo Onesti, in an affidavit dated February 18, 1976 stated 
as follows: "At this time, the duration of the hospitalizatica in the 
coronary Care Unit ani in the Hakremann Hospital cannot be determined 
It is estim 2d that it will not be less than t-o weeks. His convales- ‘' 
cence period, confinement to the house, is estimated to be approximately 
two-three months (Copy of affidavit attached as Appendix D-l.} After . 
considering the Onesti affidavit and Dr. Texon's report of February 21, , * 
1976, the court adjourned the trial until May 17, 1976. Mr. Pastor left : 
the hospital on March 1, 1976. a> 

By letter dated March 4, 1976 (attached hereto as Appendix D2) 
Mr. Pastor's counse! stipulated as follows concerning the probable aeaes ; 
required for his recovery: 


the recuperative period required by the congestive heart failure for which 


"Acting for Edward Pastor, we stipulate that - 


Mr. Pastor was hospitalized on February 16, 1976 should not voredictably 


extend pant, May 17,1976. We further agree, as Mr. Pastor’s Leyes that 


no contrary clain will be made by us." 
i] 
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: ats iY i 0 april 19, 1976 Mr. Pastor moved again for continuance of 


jhe, trial’ on n the ground that Ptanding: trial would endanger his life and, ' 


‘examined by Dr! ‘vunn, the expert,of his om choice, and Dr, Texon, :thé os 
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Mr. Pastor was reexamined by Dr. Texon at his home 


y of his report 


t 
' 
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in Philadelphia on May 9, 1976, and a cop 


(annexed hereto as Appendix E) was submitted to the court. ! 


In significant part, Dr. Texon noted the followiug: "It is 


notable that this patient now presents no evidence of con- 


gestive. heart failure. His lungs are clear. He is able to 


ambulate at will in his own heme and there is no evide ce 


tachy-arrhythmia has appeared at any time 
The : 


that infarction or 


since he has been cbserved during the past ten years. 


anginal pains are relatively stable and appear controlled 


with Nitrol ointment or Nitroglycerin. Other medications are 


taken as advised with apparent clinical stabilization of the 


cardiac status... .- The total cardiac status appears to 


be improved compared to the status on 2721/76 In my 


opinion, this patient has coronary occlusive atheroscleros)8 . 


and a healed myocardial infarction. I believe his cardiac 


reserve may be considered diminished but is presently ade- 
r 


guate to allow him to be up and about, to travel by automo- .’x} 
% 


bile, and to participat* in a court p. »ceeding...- Although ' 


this patient may experience chest pain in a court proceed- 


ing, i believe it is very unlikely and only remotely possible .. 


that a eceutaia’s infarction will vecur as a result of his 


antecedent atherosclerosis at “sata the time of his pars. 


‘ 


ti ipating in..a court proceeding.’ Further clinical manifesta> 
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‘tions! of the . ‘patient' s heart disease such as tachycardia or 
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ah Chale graye risk to his life or health. \"\ 
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pu?" onary congestion are possible—but these, in my opinion, 
can be successfully controlled as in the past and constitute 
no serious risk or hazard to the patient's health or life 
in view of the relatively good cardiac status of ‘i> vatient 
at this time." 

Mr. Pastor was subsequently reexamined by Dr. 
Kuhn on May 11 and a copy of this report (annexed hereto 
as Appendix F) was submitted to the court. Dr. Kuhn's re- 
port concluded as follows: “Because of the underlying severe 
triple vessel coronary artery disease, the episodes of severe 
and prolonged myocardial ischemia with relatively slight 
provocation by emotional tension or modest activity, it is ‘ 
likely that participation in his trial with its physicial [sic] 
and emotional stresses would be a risk to his health and might 
have life threatening consequences.” 

‘The court has determined, on the basis of the sestiq.'*. 
mony adduced at the February 17 hearing and the reports an- hy 
nexed hereto that a further hearing at this time is unneces~- 
, Sary- The issue raised by Dr. Kuhn's report was thoroughly”. * 
neard on February 17, 1976. , Rati a) s, 


ee te 
ee - * (he court finds, based on all the evidence, that 


a'ts * 
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ME. Pastor is able to withstand the stress of participation = ' 


santa’ criminal trial, and to assist. in his own defense, without’ 
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6.6 . Y Healt 
d F Dn Pini P . . ; 
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huey? : chest pain occasioned by tension which could be effe tively 
1G Ad 
SD | Ra : : 
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+ ts In view of the foregoing, the trial will proceed for 
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. four hours per day, with such recesses as are required to en 
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sede M able Mr. Pastor to rest outside the courtroom ana to re-eive 
a ' medication. Mr. Pastor will be examined by Dr. Texon every 
ge ¢ two days to ensure that his health is not being seriously 
aang. ai | affected by his presence at trial. Mr. Pastor's doctor may 
aes “9° ’ 
fei ah Ae ; also be present during such examination or conduct his own ad 
a e4 ‘i 
Serta, ab st independent examination periodically throughout the trial. 
oot e AP ae 
Reh inks At this time, the presence of a registered nurse in the puild-.: 
jRy G: ; ' x 
tach i : e ing and the proximity of the courthouse to the Beekman Down- 
\“e nod oie sown Hospital seem adequate to ensure the ready availability 
BF “a ‘ of emergency medical treatme..t for the defendant, should that | 
es ye ‘co cunfortunate necessity arise. If, in the course of the trial, 
ters sapiens it should appear wise to have medical assistance more ; 
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immediately at hand, then alternative ,arrangements will ; 
i? 


be considered at that time. ; j 


Dated: New York, New York 


ha; May 14, 1976 
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sis! wr. Richard 4. Kuh 
indy : Kuh, Shapiro, a5ldnan, Coopemer and Levitt 
1 aoc g00 Third Avenue 
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VALE lew York, ew York 10022 
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wit: ? . 
Std Dear Mr. Kuh: . 
ae Als. ’ 
‘ ‘ ba ae . we , 
|; ‘# Mr. Edward Pastor was hospitalized at Hahnemann llospitel from rch 19, 1966 
ie te _ to April 30, 1266 for an acute yocardial infarction. : 
gee ay 
* 5 ‘ A 3 . 
* ‘ lie sustained @ second attack on July 5, 1966. 
+ Following these ince episodes, he was put on long-term anticoagulant therapy 
} and coronary dilators. fecurrent episodes of angina continued. 
fr: { i 
2 s From March 22, 1967 to! 1 6, 1967, he was hospitalized at tne pennsylvanta 
4 ft, Hospital for another ryocardiat aunfarction. 
ee ! 
wk 4 . . . . —T 
See Since that time, he continued to have symptoms of coronary insufficiency. \ 
reat 2 ’ e+ 
Lie "s . . . . ' 
~? During the years, 1973-1974, angina attacks continued and becane more severe. . 
pe : 
‘ . tile 
y : On Octorer 2, 3074, he wes hospitalised again at the Hahnemann Nospitel for ‘. 
ae : erescendo angina and impending myocardial infarction. It was our opinion that al- ‘ 
A; though the angina was severc, no infarction had occurred at that tine. vs 
"e : : ,' 
ty Arter discharce, it becane evident that Mr. Pastor .was deve LopinG essential 
ty hypertension with hy pertensive cardiovascular disease, and ne was treated with 
¥. diuretic and propranolol. ; ' ‘ ' 
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insufficiency. 


> Richard H. Kuh 


‘September 25, 1975 P 
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rf uring the month of September, 1975, his precordial pain increased and was 


‘present both at rest end during exercise. °-- 


On September 11, 1975, Mr. Pastor was hospitelized at the Hahnenann Hospital 
> 


‘egain as an emergency, because of unstable erescendo coronary insufficiency. H? 


was admitted to the coronary care unit. Serial electrocardiograms revealed severe 
coronary, artery discsse. . 

Cardine catheterization was performed which agemonstrated a couplete occlusion 
of the right coroensry artery. In addition, there was an occlusion of the left coro- 
nary artery with the lower secment of it vascularized by collateral circulation. 
There was evidence of severe damage to the left ventricle with hypckinetie ventricu- 


“lar contractions. . 


The diernosis at this time is advanced, irreversible coronary artery disease, 
with crescendo engina and impending ryocardial infarction with severe myocardial 


r) 


The -atient hus been put at limited activity and heart surgery is considered 
within t:. next 4-5 months if the clinical picture stabilizes. The prognosis is 
extreme]; serious. 

If there are any questions, or if I can be of any further help, please do not 
hesitate to contact me. 


HT ee Sincerely yours, 
bak coe" i BO! at 3 7 - 
gh ote age: Sct Ares 0% 
use dee eh tae . Gaddo Onesti, M.D. 
SiO Eat og ‘ ‘ Professer of Medicine 


Depart «ot of Medicine ' 
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LESLIE A. KUHN, M.D., P.C. 
THE MOUNT SINAI HOSPITAL 288 a 


1176 FIFTH AVENUE 
NEW YORK, N. Y. 10029 


TELEPHONE (212) TRAFALGAR 6-9009 


February 11, 1976 


Mr. Andrew R. Cooper 
Kuh, Shapiro, Goldman 
Cooperman and Levitt 
800 Third Avenue 

New York, N. Y. 10022 


Dear Mr. Cooper: 


I have examined the hospital records, the letters of Dr. Onesti 
and Dr. Makous, concerning Mr. Edward Pastor. I have analyzed 
the angiocardiograms performed at Hahnemann Hospital in 
Philadelphia on September 16, 1975 and have reviewed these with 
an expert in cardiac radiology, Dr- Murray Baron, Associate 
Professor of Radiology at Mount Sinai School of Medicine. On 
February 10, 1976, I had the opportunity of questioning and 
examining Mr. Pastor in my office. 


Mr. Pastor was well until 1966 when he sustained acute myocardial 
infarction. His course since has been characterized by recurrent 
episodes of myocardial ischemia with prolonged severe chest pain 
necessitating hospitalization in 1966, March, 1967, and in 

July, 1968. Further hospitalization was required in 1970 and in 
1974 for additional episodes of severe myocardial ischemia. For 
the last three years, there have been frequent episodes of angina 
pectoris on slight activity or with emotional tension. These 

are characterized by left anterior chest tightening and radiation 
of the pain to the left arm. The symptoms worsened considerably 
i. September, 1975, ana he was hospitalized at Hahnemann Hospital. 
An angiocardiogram was performed on September 16, 1975. The 
report has been forwarded to you and, as indicated, I have had the 
opportunity of reviewing the films in detail. These show 
extensive obstructive coronary a cery disease involving all three 
major coronary arteries with total occlusions of the left anterior 
descending coronary artery and the right coronary artery and about 
a 90% occlusion of a major branch of the left circumflex coronary 
artery. Since his discharge from the hospital, Mr. Pasto= has 

had severe angina with his nitroglycerine requirement increasing 
up to twenty tablets per day depending cn the level of his 


€) ‘= 


Mr. Andrew R. Cooper -2- February 11, 1976 


t R89a 


activity and his emotional tension. These episodes of angina 

are precipitated by slight activity, particularly in the cold, 

as well as by emotional tension. He has had nocturnal attacks 

during the past few weeks. His physical ctivity has been 

severely restricted despite Inderal, 40 mg., 4 times daily, 

Sublingual Isordil, 5 mg., 4 times daily with supplementary 

doses as necessary, Atromid S, 500 mg., 4 times daily (for hyper- 
lipidemia), meprobamate 400 mg. and Librium 25 mg. for sleep as 

well as phenobarbital, grains one, 3 times daily. Apparently 

even slight degrees of emotional tension are enough to precipitate 
anginal episodes. A more prolonged bout, lasting about one hour, 
was noted about a week prior to my seeing him. 


There is a strong familial history of coronary artery disease with 
his father and brother dying at the age of forty-seven years of a 
heart attack and one brother sustaining a heart attack at the age 
of thirty years. He is known to have had high blood fats and 
hypertension in the past and also has a past history of phlebitis 
of the leg in 1973. 


On physical examination, he was well developed. He required 
frequent nitroglycerine tablets during the period of questioning 
and examination. The blood pressure was 160/110 (right arm-supine). 
The pulse was 68 and regular. The weight was 180 1/2. There was 
no venous distention or hepatojugular reflux. The thyroid was 

not felt. The trachea was in the mid line. The lungs were clear. 
The point of maximal impulse of the heart was not felt. There was 
regular sinus rhythm. There were no thrills or murmurs. There was 
a 4th heart sound at the apex. The basal sounds were normal. The 
abdomen was normal. The femoral and pedal pulses were equal. There 
was no edema nor calf tenderness. 


The chest x-ray revealed the cardiac silhovette to be at the upper 
limit of normal. The aorta was tortuous. The lung vascular markings 
were slightly increased. Cardiac fluoroscopy showed some diminution 
of the pulsations at the apical and inferior borders of the heart. 
The electrocardiogram, portions of which are enclosed, showed 

regular sinus rhythm. There was a Q wave ‘n leads III and AVF and 

an inverted T in lead III, indicating a previous inferior myocardial 
infarction. 


The findings are those of hypertensive and arteriosclerotic heart 
disease of severe degree with previous myocardial infarction and 
recurrent episodes of myocardial ischemia. There is evidence of 
advanced angina pectoris with symptoms of myocardial ischemia on 
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slight activity or with relatively slight emotional tension. The 
anginal complaints have recently accentuated in frequency and 
severity and now they occur nocturnallyas well as curing the day. 
There is evidence of extensive obstructive coronary artery disease 
with all three major coronary arteries involved to a considerable 
degree. Because of the extent of the underlying coronary artery 
disease and because Mr. Pastor's angina pectoris is severe and 
somewhat unstable at thie time, his participation in a trial with 
its attendant emotional -ension must represent an increased risk 
to him. This is because it can reasonably be expected that the 
oxygen needs of his heart will increase during periods of anxiety 
and emotional tension. Since the arterial supply to his heart 
muscle is severely compromised, episodes of myocardial ischemia 
with its attendant complications of angina pectoris, serious 
arrhythmias, or myocardial infarction may well occur. Therefore, 
in view of the increasing severity of his symptoms and the 
established underlying severe coronary artery disease, I believe 
that his participation in his trial at this time would pose a 
definite risk to his health and might have life threatening 
consequences. It is not possible to precisely quantitate the 
degree of risk faced, but I believe it to be substantial. 


Sincerely yours, 


wt \ f 
Lei fe t8 ae 
Leslie A. Kuhn, M. D. 
Director, Ames Coronary Care Unit 


Associate Clinical Professor of Medicine 
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Leslie A. Kuhn, M. D. 


Director, Ames Coronary Care Unit, Mount Sinai Hospital 
Associate Attending Cardiologist, Mount Sinai Hospital 
Associate Clinical Professor of Medicine, Mount Sinai School of 
Medicine 
Consulting Cardiologist, U. S. Veterans Administration Hospital, 
Bronx, N. Y. 
Senior Assistant Editor, American Journal of Cardiology; 
Editorial Board, N. Y. State Journal 
of Medicine 
Diplomate, American Board of Internal Medicine 
Diplomate, Subspecialty Board of Cardiovascular Dis« 4se 
Fellow, American College of Cardiology 
Author of approximately sixty articles on coronary artery disease 
and myocardial in-arction. 


February 12, 1976 


Constance Baker Motley 

United States District Judge 
Southern District of New York 
United States Court Youse 
Foley Square 

New York, N. Y. 10007 


Re: United States vs 
Edward Pastor 
75 CR 753 


Dear Judge Motley: 


The following are pertinent medical data contained in the file of the above 
named submitted for review together with my findings and opinion after exanining 
the patient on February 11, 1976 at my office pursuant to your order dated 
February 10, 1976: 


I REVIEW OF FILE 
A) HAHNEMANN MEDICAL COLLEGE HOSPITAL 
Edward Pastor 
Admitted 3/19/66 - Discharged 4/30/66 
Final Diagnosis: Acute myocerdial infarction. 


B) HAKNEMANN MEDICAL COLLEGE HOSPITAL 
Admitted 7/6/66 - Discharged 7/16/66. 
Final Diagnosis: 1) Coronary heart disease 
2) Acute myocardial ischenla. 


C) Letter dated 5/1/67 from Dr. N. Makous to Dr. Onesti 
Pennsylvania Hospital. 
Admitted 3/22/67 - Discharged 4/5/67. 
eeee elie was received with severe precordial pain and collapsed while 
in question of Federal Agents, late in the morning on the day of 
admission. He stated that the chest pain persisted until 3 o'clock 
in the morning following admission. The pain was similar in type but 
less severe than that experience of a myocardial infarction last year. 
Physical Examination: ....chest was clear - heart regular at 96 per 
minute. Tones distant with suggestion of a middiastolic gallop beat 
in the mid precordial area. lio murmurs. Enzymes on four occasions 


were all normal. kg. showed evidence of previous myocardial infarction. 


- no remarkable change from previous tracing....taken on 12/15/66. 
The hospital course was not remarkable. 

BP 160/116 - 120/80 - treatment: Coumadin, Phenobarbital.... 

(no final diagnosis given). 


ee 
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Dd) 


E) 


F) 


G) 


BARNEMANN MEDICAL COLLEGE HOSPITAL 

Adaitted 6/8/68 - Discharged 6/20/68. 

Final Diagnosis: 1) Coronary artery disease 
2) Coronary insufficiency. 


HAENEMANN MEDICAL COLLEGE HOSPITAL 
admitted: 9/19/72 - Discharged: 9/29/72. 
Final Diagnosis: 1) Deep and superficial thrombophlebitis, 
left leg. 
2) Diabetes mellitus. 
3) Coronary heart disease. 


HAHNEMANN MEDICAL COLLEGE HOSPITAL 
Admitted: 10/2/74 - Discharge : 10/12/74. 
Final Diagnosis: 1) Coronary insufficiency. 

2) Hypertension 

3) Hyperlipidemia. 
Hospital Course: The patient had essentially one major problem - 
this was chest pain. He was admitted to the coronary intensive care 
unit to rule out syocardial infarction. The pain dissipated after 
one or two doses of Demerol in the coronary care unit and no. longer 
recurred. The patient had repeat tracings and repeat enzymes which 
were all unremarkable....gradually ambulated. At discharge on 
llth hospital day, he liad no pain.” 


BAHNEMANN MEDICAL COLLEGE HOSPITAL 

Admitted: 9/11/75 - Discharged: 9/20/75. 

Admitting Diagnosis: Coronary insufficiency. 

Final Diagnosis: Severe triple vessel disease of coronary arteries. 
Procedure: Cardiac catheterization. 

Condition on Discharge: Cood. 

Final recommendations: Medications: Diazide, Atromid-S, Inderal, 
Isordil, 2 gram sodium diet. Changed his life style to complete 
rest. Classified as a stage 4 coronary artery disease. 


Present Illness: 50-year-old whire male with severe coronary artery 
disease - having myocardial infarction at Hahnemann in 1966 and again 
in 1967 and he was hospitalized with a myocardial infarction in 
Pennsylvania Hospital in 1963. He was aoted to be hypertensive.... 
He has had multiple episodes of acute coronary insufficiency. This 
did not turn out to be a myocardial infarction. Ue has had increasing 
angina. This is typical angina described as classical angina, over 
the last three weeks. las increasing frequency over the last (one) 
week before adnission.".... 

Physical Examination: - well developed, well nourished, whire wale 
resting comfortably in bed with 5P 100/100 and the rest of his vital 
signs being withia normal limits. Head, eyes, ears, nose, throat, 
and neck within normal limits. Lungs clear to auscultation and 
percussion, ueart revealed regular sinus chythm with an S-4 gallop 
intermittently and no murmurs or rubs. Abdomen, extremities, and 
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neurological systems vere within normal limits. 


Laboratory Deta: Ekg. prior to admission showd Q waves in 2,3,7, 
from an old inferior wall myocardial infarction. 

Hospital Course: Admitted to Coronary Intensive Care Unit where 

he was treated as having an acute syocardial infarction. Ekgs. and. 
enzymes remained stable and were within normal limits. Ths patient 
was moved to the floor. Subsequently, due to debilitating nature 
of his angina, the patient was sent to the cardiac catheterization, 
to see if the patient bad a lesion that could possibly be helped. 


Other laboratory studies: Chest X-ray revealed no congestive failure, 
infiltrate and heart was within normal limits. Big. revealed old 
inferior wall myocardial infarction with nonspecific ST-T vavo changes. 


Echocardiogram revealed « hypokinetic septal and posterior lateral wall 
motion which reduced the ejection fraction. Phonocardiogram..«- 
consistent with left ventrécular dysfunction. Electrolytes, BUN, 
Creatinine, SMA-12 - Coagulation studies and HKemogran, urine and YVDRL 
all within normal limits or negative. Lipid profile revealed type IV 
and type LIB byperlipidenia,. 


Catheterization revealed: 

1) Normal resting hemodynamics. 

2) Left ventricular mild enlargement...» 

3) The left main coronary artery is free of disease. 

> Total occlusion of LAD distal to first sajor septal and diagonal 
vessels. Distal vessels fill from right ead left. Collateral is 


< 


< 


dominant right coronary artery. 


The possibility of surgery was discussed with the patient and io { 
view of severe left ventricular dyskinesia the patient vas advised 
against surgery and also to change his life style....surgical 
consultants agreed that the patient would be an extremely high risk 
as surgical candidate in the level of 15 to 20%, The patient was 
discherged without complications. (Dr. Richard Orose) 


9/11/75: 60~year-old white mals known to IKCH since 1966 - chest 
pain diagnosed as wyocardial infarction at HHCi in 1966, again in 
1967 - had myocardial infarction while at Peno.ylvania liospital. 
liypertension found in 1968. 

Episodes of coronary insufficiency in 1970 and 1972 and 1974 for 
which hospitalized at MICH. He had infrequent episodes of chest 
discomfort lasting few minutes relieved by Nitroglycerin. 
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Since Monday (9/8/72) has had several bouts of precordial chest pain 
needing to take up to 20 Nitroglycerin for relief. Chest discomfort 
was associated with shortness of breath and diaphor s61s6...«+- 


9/11/75...."Anginal pattern (2-3 attacks with exertion per veek) with 
slight increase over the past yesr. He was walking three days prior 
to admission when he noted episodes of substernal pressure with 
dyspnea (30 minutes) requiring ten Isordil - relief by rest and 
Isordil but he continued to walk and rest as necessary at home. At 
night after a meal he had another bout of pain....over the next two 
days pain free except with showering each morning, requiring Isordil. 
Denies palpitation, dyspnea on exertion, paroxysmal nocturnal dyspnea, 
ankle edema otier than as described.... 

Physical Examination: ....lungs clear... Ekg: no acute changes ~ 

(old inferior wall myocardial infarction) 


9/12/75: 57-year-old male with progressive angins and dyspnea oa 
exertion - no acute changes on Ekg. 


9/12/75: BP 16C/120 - no chest pein - monitor normal sinus rhytha - 
sinus tachycardia - afebrile. 


9/13/75: Wo complaint of chest pain. Ekg. and enzymes no change for 
three days. 


Remains stable - no pain - regular sinus rhythe. 


9/13/75: Monitor normal sinus rhythm - no complaints. Out of bed to 
commode - for transfer off floor. 


9/15/75: Mo chest pain last night. SP 145/102. No acute changes in 
Exg., since edmission. 


9/16/75: Poat catheterization note: patient did well. 

Tentative diagnosis: Coronary artery disease - severe - three vessel. 
LAD and right coronary artery totally occluded. Left circumflex severe 
disease. (Dr. Fox) 


9/17/75: BP 129/90. Patient has no complaints, 
9/19/75: BP 130/90 and stable for last few days. 


9/27/75 ~ Letter to Mr. R. H. Kuh from Dr. Gaddo Onesti. 

“ ¥.ethe diagnosis at this time is advanced irreversible coronary artery 
disease with crescendo angina and ispanding myocardial infarction with 
severe wyocardial insufficiency." 

The patient has been put at limited activity and heart surgery is 
considered within the next four to five months if the clinical picture 
stabilizes. The prognosis ie extrenely serious.” 
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I) 11/6/75 - Letter to Mr. R. H. Kuh from Dr. Gaddo Onesti 
"Since October, 1972, Mr. Pastor .as received daily treatment 
with 1) Propanolol 2) Dyazide 3) Isordil 4) Librium 
5) Phenobarbital 6) Clofibrate 7) Miltown. 
«+e-Bome of those drugs uevd alone, but part/cularly when used 
in combination, result very frequently in loss of mental alertness, 
drovziness, disorientation and mental confusion.”...++. 


J) 2/9/76 - Letter signed by Dr. G. Onesti 
“On Monday, 2/9/76, I re-examined Mr. Edward Pastor for his 
routine follow-up. 
"Mr. Pastor releted episodes of severe substernal and precordial 
pain 5 to 6 times a day after min/nal exercise and after stressful 
conversations. 
In past ten days - nocturnal angina has appeared every night, 
associated with dreaus. 
Physical examination: EP 140/100 supine, 130/105 stutiding. 
Neck veins not distended. Carotid pulses normal. Lungs clear - 
heart sounds distant - rate 62 per minute, regular, no murmurs. 
Liver and spleen normal. iio peripheral edema. 
In summary, there is severe exacerbation of tie angina, which 
occurs now even at night. 
Treatment: Inderal, Isordil, Atromid, Meprobamate, Phenobarbital.”... 


RARRAARARRERERERAARRRERERE 
RERARAKAARARKRARARARARARE 


This 57-year-old pharmacist gives the following account of hie illness: 
History: I have the following complaints: 
1) Pain in the chest - This Pain is vise-like or squeezing in character 
located midsternally, it radiates to the left sic arm area. I take Isordil 
5 mg. under the tongue and Nitroglycerin 2, 1/150 grain tablet - immediately 
and the pain subsides aftor 4 fo 5 minutes. If I am at home or in a location 
where I can rest, some of the épisodes of pain may subside by rest’ oq without 
need for Nitroglycerin. 


The pattern of pain since September, 1975 has been relatively unchanged. If I 
am at home resting, away from my business tensions, th re v°y be two or three 
days per week when I have no paio at all and I have no need for Nitroglycerin. 
On the other 4 or 5 days in the week I have from 8 to 10 episodes on the average 
of pain and require Nitroglycerin. In the past 4 nights I have been awakened 

by chest pain requiring Nitroglycerin. This occurs (pain at night) about once 
in two or three veeks, 


I have no chest pain when walking about in my own apartment at home, I don't 
become short of breath If I stay indoors at home. 


Outdoors on a nice day without wind I can walk about \ block at a normal pace. 
If I walk on a cold day (below 32 degrees) or in the wind, I get chest pain 
immediately. If there is no wind and the temperature is about 50 degrees I can 
walk about 4 to one block. 


United States vse Edward Pastor , Page 6 


: 300a 


Sex relations require ne to taxe Wicroglycerin prior to engaging. This occurs 
about twice « month. 


Emotional stress also produces chest pain - in the mid chest, and this responds 
to Nitroglycerin. Examples of emotional strees or anxiety ere talking to 
meoufacturers about drug prices ~ anxiety about improper performance ¢“ duty 

in wy business and the runiiog of the business. I act as consultant in uy 
business aod my wife is the manager of the firm, Talking about my legal 
problems alsc produces mid chest pein, relieved by Nitroglyceria. 


I also heve a second type of chest pain ~ located to the left of the midline 

in the chest which occure three or four times a week and may last for several 

hours. This is of a dull character and does not respond to Nitroglycerin. 

It may occur at rest, or with effort, even while lying down. The pain subsides 
gradually with no medication. This second type of pain also began in September, 1975 
(4 to 5 months ayo). 


These two types of pain ere not associated with rapid heart action (palpitation), 
faintness, sweating or shortness of breath. 


2) Fatigue - I feel fatizued easily whether I am talking or walking. Thies is 
both an emotional and physical fatigue. I wust take a nap daily every afternoon 
for two hours. I then feel revived and can go On. 


3) I feel that so far today in this conversation I have been clear and lucid is 
relating wy illness. Sut I also feel that at times 1 become dull and scmetimes 
lose my train of thought temporarily. I attribute this to the medication I 
take as prescribed. I feel very well oriented at this tine, 


I traveled today (as I did yesterday) from Philadelphia to New York by ‘train to 
be examined by tle doctors. 1 was able to negotiate the limited walking to 

the taxi, etc, and had no serious distress. I needod about 7 Nitroglyceria 
tablets during the past 24 hours. 


The patient states that when he is on vacation with ‘1s wife in Barbados he feels 
improved, namely, lack of anxiety, warm veather, les: vain, rarely needing 
Witroglycerin during the two we k Holiday, ability to swim, and ability to walk 
up to 10 blocks. The patient scates that the picture changes to chest pain as 
described above epoa returning to Philadelphia. 


PAST HISTORY: tty firet heart attack was in 1966 at age 48, I again had cheat 
pain in July, 1966. I was again sick in 1967 with chest pain. I wae then treated 
again in June, 1968 with chest pain diagnosec as coronary in.ufficiency. I had 
phlebitis of the. -t les in 1972. My eixth attack of chest pain was in 

October, 1974. ‘This was diagnosed as coronary insufficiency. In September, 1975 
I had chest pain and had an angiogram which shewed coronary artery disease. 


I have been under the care of several physicians, including, Dr. Likoff, Dr. Segal, 
and Dr. Onesti. I visit Dr. Onesti on my routine check-up exauinations, 
approximately every four weeks. My last visit was on February 9, 1976. 
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PHYSICAL EXAMINATION: The patient is an adult white male, well developed and 
well nourished, in neo respiratory distress at rest or during the examination. 
The patient is alert, oriented and ccoperative. He speaks freely. He clains 
to have chest pain which started prior to entering the office and took 3 or 4 
Nitroglycerin tablets at intervals. he also took Isordil and a Valium tablet 
during the course of the history taking. All the chest pains were eventually 
relieved in/the course of the examination. Weight 164 lbs., height 72k". 

The pupiis -re equal and regular. the ear, nose and throat examination is 
negative. he neck reveals no abnormal masses or pulsations. The thyroid fs 
not ;.lpable. Examination of the chest reveals the lungs to be clear, no 
rales. Exemination of the heart reveals the point of maximum impulse at the 
wid clavicular line in the fifth intercostal space. The heart sounds are are 
of fair quality, no murmurs. There are no rubs. The rhythm is regular, 

90 per minute. BP 110/70. The abdomen ia soft. Liver and spleen are not 
palpable. The extremities reveal no clubbing, cyanosis or edema, The skin is 
clear. The skin is warm aud slightly flushed in the neck and face. There is 
no sweating. There is no rash. The gross neurological examination is negative. 
The patient remains supine durin, the course of the examination sud presents no 
evidence of respiratory distress. 


Electrocardiogram: Normal sinus rhythm - AR*VR = 100. PR = 14, QRS = .09. 
L = DLA. T III inverted Q III Deep. Changes are consistent with previous 
(old) myocardial infarction. Clinical correlation in necessary. 


CUEST X-RAY: Lungs clear. lieart is of normal size with some prominence of 
left ventricle. Cardiothoracic ratio 14:29. 


LABORATORY DATA- WEC 6.4 thousand, RBC 5.4 million, gb. 15.3 gmZ, HCT 48% 
Polys 65%, Banc. 02%, Lymphs 30%, Monos 01%, Eos 02%, SMA-12 Calcium 10.6 
(8.5-10.5"g%), Phosphorus 2.2 (2.5-4.5 sg2) Sugar 111 (65-115 mgt) BUN 18 
(6-25 mgsy Chol 324 (50-300 mg%) Uric Acid 7.1 (2-3 mgZ) Bilirubin Tural 0.5 
(O.1-1.2 mgi) Protein Total 7.0 (6~8.2 gai) Albumin 4.9 (3.4-5.5 gmZ) 
Alkaline Phosphatase 15 (10-50) SGOT 31 (10-50) LDU 44 (22-76). 

Urinalysis: Sp. Gr. 1.010, albumin negative, sugar negative, 


DIAGNOSIS: 1) Cardiac 
a) arteriosclerosis and possible hypertension 
b) coronary atherosclerosis with old ~vocardial infarction 
c) sinus tachycardia ~- normal sinus rhythm —- anginal s 
d) Class XC. 
2) Diabetes Mellitus (ilistory) 
3) Thrombophlebitis, left leg (old) 
Anxiety State. 
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FORMULATION: This 57-year-old male suffered his first cardiac episode, acute 
myocardial infarction, in 1966 at age 48. The illness was characterized by 
severe chest pe’n and the diagnosis was firmly established vy progressive 

and characteristic enzyme changes as well as Ekg. findings consistent with 
inferior wall myocardial infarction. Subsequently, the patient developed 
recurrent episodes of chest pain which were less severe in nature than the 
episode of 1966 but which necessitated repeated hospitalizations to rule ott 
further nyocardial infarctions or other possible complications. The severel 
hospita. admissions in 1966, 19638, 1972, 1974, and 1975 confirm the presence 

of coronary ertery disease, coronary atherosclerosis, and coronary insufficiency 
or angina pectoris but did not disclose any evidence of further episodes of 
myocardial infarction. The enzymes and Ekes. taken at various times and serially 
were consistently normal or showed no change. During the last period of 
hospitalization (September, 1975), the angiographic studies of the coronary 
arteries showed severe coronary occlusive disease involving all three major 
coronary arteries with good collaterals which maintain the patient at his present 
cardiac status. 


The patient presently complains of chest pain, recurrent, related to effort, cold 
weather and emotional stress. These pains are relieved by Nitroglycerin and 
other medication as prescribed. He is relatively free of chest pain when he 

can be on vacation or in a warm c]imate, or when in Philadelphia he can avoid 
exertion, cold weather and emotional stress. 


The episodes of chest pain: have been essentially unchanged in character and 
number since September, 1975 (about five months), eight to ten attacks daily 
for four or five days of the week, and in the past several days, pain at night 
has appeared. 


DISCUSSION AND OPINION: The history, physical findings, laboratory data including 
[kgs., coronary angiograms and clinical course establish the presence in this 
patient of heart disease due basically to coronary atherosclerosis. It is 
noteworthy that this patient suffered his first acute occlusive coronary episode 
about ten years ago at age 48 and his subsequent findings show no further 

episodes of myocardial infarction despite innumerable episodes of chest pain 

due to angina pectoris or coronary insufficiency. It is also notable that this 
patient has never manifested any evidence of congestive heart failure. Nor has 

he had any eviaence of irregular heart action such as significant premature 
contractions or tachyarrhythmias. 


The clinical course of heart disease is not uncommonly r along one of two lines, 
namely, a course characterized by congestive heart disease (pump failure) with 
relatively little pain or a course dominated by recurrent chest pain due to 
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coronary athercsclerosis with little or norevidence of congestive heart 
disease. 


The present case of heart disease is due to coronary occlusive atherosclerosis. 


A fuller understanding of atherosclerosis requires a correlation of its 
clinical manifestations with its inherent nature and developmént. 


Atherosclerosis is best considered to be the biological response of the 

lining or intima of blood vessels to the fluid forces generated by the 

flowing blood itself. As blood flows through the blood vessels, including 

the coronary arteries, it exerts varying mechanicsl stresses on the walls of 
the arteries at very specific areas or zones of predilection. These sites of 
predilection are characterised by tapering, branching, bifurcation,curvature, 
and external attachment. At such locations, the flowing blood exerts a suction 
or pulling effect - a tensile force - which stimulate the intiaa to thicken or 
proliferate. The intimal thickening becomes the atherosclerotic plaque. The 
wall thickens and encroaches on the channel or lumen. This reduces the volume 
of blood flow slowly and progressively in the blood vessel involved. Eventually, 
at a critical stage of occlusive narrowing of the channel, the heart muscle 
suffers a permanent lack of sufficient blood supply and becomes necrotic - @ 
myocardial infarction results. 


Further details of the Hemodynamic Basis of Atherosclerosis are available in 
published research reports from ny laboratory to which reference is respectfully 
made. 


In the present case, it is clear thet this patient suffered a cardiac episode 
ten years ago due to occlusive changes sufficient to cause an acute myocardial 
infarction. This was not related to any factor such as rest, exertion or 

ex tional stress - it was due to the progressive course of antecedent coronary 
atherosclerosis. 


The inherent pathological course of atherosclerosis is variable and unpredictable. 
Atheroscleros‘s may cemain relatively stationary and clinically stable for 

long periods. It is also subject to gradual and progressive change. It is 

also subject to abrupt aud dramatic episodes including sudden death. 


The present case has been characterized by repeated episodes of chest pain 
clinically. During the past ten years many episodes vere severe enough to 
suspect further myocardial infarction but acne has occurred despite numerous 
astreseful episodes in the patient's daily life over this period. 


The occurrence of a further myocardial infarction in this patient will result 
from his underlying progressive coronary atherosclerosis and this cannot be 
predicted with respect to time. Coronary atherosclerosis is not produced by 
anxiety, emotional stress or environnental factors such as cold weather, etc. 
Atherosclerosis is a sequel to blood flow itself as the primary cause in 
accordance with the effects of the laws of fluid mechanics when applied to 
the human circulation including the coronary arteries. 
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OPINION: This patient has severe and advanced coronary artery disease, coronary 
atierosclerosis. tie is subject to chest pain due to angina pectoris or 

coronary insufficiency following exertion, exposure to cold weather or emotional 
stress. These are physiological and reversible phenomisa and subside when 

the disproportion between blood supply and demand is restored by taking 
hitroglycerin or resting. These episodes do net cause or influence the 

natural course of atherosclerosis. Atherosclerosis is the biological response 
of the lining of blood vessels to the forces generated by the flowing blood 
(diminished lateral pressure) at sites of predilection in the circulation 

in accordance with the effects of the laws of fluid mechanics. 


Although this patient may be expected to experience chest pain due to angina 
pectoris or coronsry insufficiency if exposed to an enotionally stressful 
environment, this can be expected to be controlled as in the past ten years, 
by appropriate medication including Nitroglycerin. 


There is no intent to predict with unfailing accuracy the course of coronary 
atherosclerosis in any patient because of the inherently progressive and 
unpredictable nature of atherosclerosis. levertheless, the clinical course 
of this patient is well documented for ten years and innumerable episodes of 
angina have occurred with relief by rest and/or Nitroglycerin. 


in wy opinion, although this patient may experience chest pain in a court 

proceeding, it is very unlikely arid only remotely possible that a myocardial 
farction will occur as a result of his antecedent atherosclerosis at 

precisely the tine of *‘s participating in a court proceeding. 

Further untoward clinical reactions or manifestations of this patient's heart 

disease, such as tachyarrhythnuias or congestive heart failure are, in ny opinion, 

most unlikely now, since they have not appeared during the past ten years. 


The court may find intthe above presentation of this patient's cardiac status 
a basis upon which to base its own decision. 


Very truly yours, 
— 


Meyer Texon, M. D. 
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SQUTIERN: DISTRICT OF NEW YORK 
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UNITED STATES OF ANFRICA 


ii 75 Cr. 753 (CRM) 


Affidavit 


EDWARD PASTOR and MARTIN WRINER 


Defendants. 
STATE OF PFIUNSVYLVANIA) 
COUNTY OF PHILADELPHIA) ~* , 
GADDO ONESTI, heing duly sworn, deposes and says: : 


1. I ama physician licensed to practice medicine in The State of Pennsylvania, 
As such I have heen treating Faward Pastor since 1966, when he f.rst had a myocardial 


infarction, 


- 2. ‘ir. Edward Pastor has heen complaining of nocturnal crescendo anyjina 
for the past two weeks. 


3. On Monday, February 16, 1976 in the early morning ‘our, tir. Pastor 
developed severe chest pain over the precordial arena, let. shoulder, and left arm 
associated with shortness of breath and sweat. The nain lasted approximately 


2); to 3 hours and was followed by a persistent dull ache over the left side. 
of the chest. 


4) Mr. Pastor was examine’ at noon (Fehruary 16, 1976) in the Hahnemann 
reinstrin Polyclinic. His blood pressure was 169/199, Wis heart rate was 9" 
and irregular. MNWasilar rales were detected at hoth pulmonary hases. We was s$ 
transported by stretcher to the Hahnemann NWospital Coronary Care Unit with the 
aduission diagnosis of Acute Myocardial Infarction. 


5) In the Hahnemann Coronary Care Unit he was diagnosed to he in congestive 
heart failure and acute myocardial infarction, PF 
©) . Final diaqos is pending daily serial hlood enzyme studies: Precise 


determination of necro.’s of the myocardium denends in pore on multiple ai eaten 
examination of cardiac enzymes for several days. . 
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+ ee 7) The possibility of acute lunq embolisms is also considered in view of 
gust: 4 the clinical picture and his nast history of thromhophlehitis of the lower 4 
31 a extremities. : 
git 8} At this time, the duration of hospitalization in the Coronary Cara Unit . 
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9) We advised Nr. Pastor not to exert himself with any exercise. This 
would seriously aggravate his cardiac status. 
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and in the Hahnemann Hospital cannot he determined, It is estimated that it will 
not be less than two weeks. Wis convalescence period, confinenent to the house, 
is estimated to he approximately two-three months. 


Professor of Medicine 
Division of Nephroloqy & Hvpertension 


Sworn to hefore me 
this 18th day of February, 
1976 


DOROTHY MOORS 
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Re: United States v. Pastor and Weiner 
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Dear Judge Motley: 


‘el 
* 


We write to your Honor in connection with the i. 
understanding reached with your very able Mr. Farmer by 
telephone yesterday pursuant to which the medical hear- 


—-— 


Siok ing, at which Dr. Texon was to testify, that had been 
apes scheduled for today, was cancelled. | 
Bye i 4, 
Geet Acting for Edward Pastor, we stipulate that the “F 
P a: recuperative period required by the congestive heart fail- 
Hic, ure for which Mr. Pastor was hospitalized on February 16, 
E heen 1976 should not predictably extend past May 17, 1976. We 
al? further agree, as Mr. Pastor's lawyers, that no contrary 
He k claim will be made by us. 
t of We so stipulate premised upon the affidavits of } 
4: Dr. Gadcs Onesti, sworn to February 18, 1976 and Dr. Bernard f 
a*. L, Segal, of like date, both of which affidavits were marked 
j s as exh.bit E in the proceedings before your Honor that took 4 
a: ; .,' place February 18, 1976. At paragraph 8 of the Onesti affi- 
qo ..davit, concurred in by Dr. Segal, after estimating. that 7 
°. Be Mr. Pastor's hospitalization would be not less than two 
cere “;,) weeks | ‘(we are informed that Mr. Pastor was released from t 
ej danien? Cewel , F a ace oP , “ : ' . ; ° 
RRA N EG tg a ath ae aaa! ie ' . Le a wih ta 
Qe Nagas! Ee aed ai ALP POE ON 1,2 *D+2". *. s + in 
2 uakcpae pene na echoes 
ws 


PX, 
pe 
+ Meee a ‘* 


“sm LNT 
~ 


=) 


Sp a 


ode 


oun 
taaes 


wo TTS. 
a = 


oye 


ee 


aan 
= 

~~ 
2 eo Ss 


“4 


EERIE LE POEL 


¢4.° KUH, GHAPIRO, GOLOMAN, COOPERMAN & LEVITT 
” ‘ 


Co 
© 
@ 
o 


-2- 


Honorable Constance Baker Motley 
March 4, 1976 


the hospital on March 1, 1976), Dr. Onesti states: 
convalescent period, confinement to the house, 
mated to be approximately two-three months". As May 17, 
976 allows such a convalescent period, and as Dr. Kuhn 
informally -- premised upon his examination of Dr. Texon's 
report dated February 23, 1976, and the Hahnemann Hospital 
records from February 16, 1976 through February 22, 1976 
indicated to us that May 17th would allow a roasonable 
convalescent period, we are stipulating as above. 


"His 
is esti- 


It should be clear, as we indicated by telephone 
that this stipulation on the part of lawyers cannot, of 
course, bear in any fashion upon Mr. Pastor's very grave 
heart condition, and its ultimate impact upon Mr. Pastor's 
capacity to stand trial. That condition not only now in- 
cludes the triple coronary heartocclusion, and the debili- : 
tating impact of the earlier myocardial infarction, but a 


now is compounded by the added problems 


suggested by the 


congestive heart failure. 


{ RHKixac jy. i seg" 
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recent Not only as officers 

of the court, but as Mr. Pastor's attorneys, we hope that -- *, 
in some fashion -- his overall condition will so improve 7 
as to enable him to stand trial, and to get the criminal 
charges behind him. But in light of his cardiac history, 
and of all medical opinion that we have seen concerning i 
him -- evea Dr. Texon's, at this point -- we cannot be 

Sanguine about his ability to stand trial. Therefore, t 
nothing that we stipulate herein is intended to waive Qi 
the right to question -- in the interest of his life > 
and health -- his ability to stand trial in Mid-May, ‘: 
should such inquiry then seem necessary. } 


Respectfully, , 
elite baatie. 2 
ye ie Hf A. 


Richard H. Kuh 
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Assistant United State iin as 
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SOUTHERN DISTRICT OF NEW YORK 


ea TTC 


(NITED STATES OF AMERICA 


oe 


EDWARD PASTOR and MARTIN WEINER 


Defendants. 


a a eaeeeereereae 


STATE OF PENNSYLVANIA) SS: 
COUNTY OF PHILADELPHIA) 


BERNARD L. SEGAL, being duly sworn, deposes and says: 


4. I ama physician licensed to practice medici 
As such I have known Edward Pastor as a patient since 


75 Cr. 753 (CHM) 


ne in The State of Pennsylvania. 


September, 1974. My partner, 


Dr. William Likoff, has known Mr. Pastor, and treated his heart condition, since 


2. Mr. Pastor is now hospitalized under ny direct care in the Coronary Care 
Unit of Hahnemann Hospital, in Philadelphia, with the admission diagnosis of acute 


myocardial infarction and congestive heart failure. 


3. I have read the affidavit of Dr. Gaddo Onesti, dated February 18, 1976, 
and fully concur with the clinical description and conclusions made by hin. 


Sd _ 


——— 


a ae 


— een 


te. SS 


Bernargd-L. Segal, M.D. 
William Likoff Cardi 
Hahnemann Medical College and Hospital 


Sworn to before me 
this 18th day of February, 
1976 : 
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LESLIE A. KUHN, M.O., P.C. 
THE MOUNT GINAI HOSPITAL 
1176 FIFTH AVENUE 
NEW YORK. N. Y. 10029 


Teverwowe (212) TRaracaaa 6-9009 


May 18, 1976 


Leslie A. Kuhn, M.D., being duly sworn, deposes and says: 


I examined Mr. Edward Pastor at the emergency room of "it. Sinai 
Hospital at approximately 19 A.M., May 18, 1976. Mr. Pastor has a 
previous history of advanced, triple vessel coronary artery iisease, 
Previous myocardial infarction, hypertension and severe angina vectoris. 
On the morning of May 18, 1976 he experienced two hours of severe, 
crushing anterior chest pain with radiation to the left arm. This 
was associated with diaphoresis and was unrelieved by 20 Nitroglycerin 
tablets. The pain continued during my examination. 


On physical examination Mr. Pastor was in severe distress. The 
pulse was 72 and regular (patient taking Inderal). The blood pressure 
was 130/8C (right arm-supine). There was slight venous distention of 


the neck but no hepato-jugular reflux. The lungs were clear. The point 
of maximal impulse of the heart was not felt. There was regular sinus 
rhythm. There were no thrills or murmurs. The basal sounds were normal. 


eal 


The abdomen was normal. The femoral and pedal pulses were equal. There 
was no edema nor calf tenderness. 


The electrocardiogram demonstrated previous inferior myocardial 
infarction. In addition, there were ST segment depressions in leads 
v4 through V6 suggesting acute myocardial ischemia. These changes 
were not present in his last previous record. 


The findings are those of recurrent, severe acute myocardial 
ischemia with possible acute myocardial infarction or impending acute 
myocardial infarction in an individual with established, severe triple 
vesslé coronary artery sclerosis, accordingly, Mr. Pastor was hcspitalized 
for further observation and treatment in the coronary care unit of 
Mt. Sinai Hospital. 


Sworn fo bohre we Kies 7% is / 
of thy fF 76. / 


Leslie A. Kuhn, M.D. 
LAK/sgw (s/ 


AMY ROSS 


Notary Public State of New York 
No 31-4622880 c 
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TELEPHONE (212) TRara.oan 6-9009 


| ne oss wb 
U. 5. Dist. Couz, 
May 18, 1976 8. D. of N. Yi 


Leslie A. Kuhn, M.D., being duly sworn, deposes and says: 


I examined +. Edward Pastor at the emergency room of Mt. Sinai 
Hospital at approximately 19 A.M., May 18, 1976. Mr. Pastor has a 
previous history of advanced, triple vessel coronary artery <sisease, 
Previous myocardial infarction, hypertension and severe angina vectoris. 
On the morning of May 18, 1976 he experienced two hours of severe, 
crushing anterior chest pain with radiation to the left arm. This 
was associated with diaphoresis and was unrelieved by 20 Nitroglycerin 
tablets. The pain continued during my examination. 


On physical examination Mr. Pastor was in severe distress. The 
pulse was 72 and regular (patient taking Inderal). The blood pressure 
was 130/80 (right arm-supine). There was slight venous distention of 
the neck but no hepato-jugular reflux. The lungs were clear. The point 
of maximal impulse of the heart was not felt. There was regular sinus 
rhythm. There were no thrills or murmurs. The basal sounds were normal. 
The abdomen was normal. The femoral and pedal pulses were equal. There 
was no edema nor calf tenderness. 


The electrocardiogram demonstrated previous inferior myocardial 
infarction. In addition, there were ST segment depressions in leads _ 
v4 through V6 suggesting acute myocardial ischemia. These changes 
were not present in his last previous record. 


The findings are those of recurrent, severe acute myocardial 
ischemia with possible acute myocardial infarction or impending acute 
myocardial infarction in an individual with established, severe triple 
vesslé coronary artery sclerosis, accordingly, Mr. Pastor was hospitalized 
for further observation and treatment in the coronary care unit of 
Mt. Sinai Hospital. 
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Leslie A. Kuhn, M.D. 
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jwrl8 Viana-cross 

THE COURT: Yes, we are aoina to recess in 
a minute, Mr. Kuh. 

MR. KUH: I do ask when we do recess that 
your Honor direct Mr. Timbers, Agent Viana and any other 
person present not to discuss any of the testimony we 
had on this issue in any fashion with any other DFA 


personnel. 


MR. TIMBERS: There is no need to so 
instruct. The government always follows that practice, 
your Honor. 

MR. KUH: I didn't hear Mr. Timbers’ state- 
ment. 

(Record read) 

(Pause) 

THE COU)T: All riqht. What we are qoina 
to do in the morning -- the jury has hecn instructed to 
be here at 9 o'clock -- we are aoina to susnend the 


hearing and proceedwith the selection of the jurors and 
send them home and then we will continue with this motion 
to suppress. So the jury will not be sitting later 
tomorrow morning. 

The first thing tomorrow morning we are 
aoing to do is select the jury. 


MR. KUH: Your Honor, I respectfully except 
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and ask to be heard on that chance in the order vou set last 


Thursday. 


THE COURT: Yes, you may he heard. 


I was in great pain Thursday -~ we 


MR. KURA: 


were only here a little over two hours as I recollect. 


Today we have been here four hours. This last hour 


I have had considerable trouble. 
In liaht of Thursday obviously the record -- 


not nere in this courtroom, but on this « se will show that 


by the following morning, Friday, we filed a motion in 


the Court of Appeals and that compelled me to work, 


although some of my work was done lving down Thursday 


and continued on Friday. 


In light of the aaony, and I mean aconv, 


that I have been aoing through, I consulted on Friday 


with my partner Robert Goldman to sce if on the hasis of 


what took place today and possibly tomorrow, if the 


hearings continued, if he thoucht he would be able to take 


over, because I cannot sit here four hours a day: it's 


imnossible. 


IT have also consulted with mv client on 


that md my client indicated he wanted my services. 


If he has no choice -- and he has none because I can't 


continue this day after day -~ reluctantly he will take 
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such counsel as we advise. 


Mr. Geldman dic clal me over the weekend. 


TI sve him some of the files to take homeso 


cet the drift of it and he indicates he doesn't see how 
he can be prepared, but what must be, must be. 


I therefore ask your Honor that we continue 


these hearings, and I witl see it throuqh, 


are completed, hopefully tomorrow, Wednesday, whatever, 


Nee ara areth 
then I will ask yo! tonor that we be given a day or two 
Ceeeeeeneniseism ne 


recess before jury selection starts so that 


— etl 
can prepare and try this case. ‘yon with such recess 
I suacest Mr. Pastrr will neither have counsel of his 
own choosing nor will have counsel adequately nrepared. 

I just can't -- and I never asked anv 
Court anywhere -~- and I have heen a member of the har 


almost 30 years now ~~ I never asked anvthing lite this 


before, hut I cannot proceed. And TIT am not prepared 


in any fashion to start the trial tomorrow. 
would ask, if the jurors can be notified -- 
indicated it's a false start -- that we oct 
out of the way and then your Honor aive us, 


ask until next week, to qive Mr. Goldman at 


pope cin sect OS 


of time to start preparation for trial. 


SD 


Rut if your Honor is aoing to nersist in a 
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that he could 


Mz Goldman 


And I 
maybe it can he 
the hearinas 
I would like to 
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least an ounce 
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four-hour day undez both doctors' ordevs and my own 


reaction tc my own n-in, I just canno® proceed. 

THE COURT: All vicht. If there is nothing | | 
further, we are going to reces® until 9 o'clock tomorrow 
morning. The jury was here 211 morning. And I i | 


don't intend to have them sit here again tomorrow 
morning. We will select the jury and let them co hore 
and hopefully we will finish this hearine tomorrow, but at 
the moment it looks like it's going to he a lona drawn 
out hearing. 
So we will select the jurv and let them, as I 
said, qo home and we will finish this hearing and 
cake up other preliminary matters. 
MR. KUH: I wonder ther this, vour Honor, 
in the interests of my own health -- I quess in a court 
of justice one has no right to talk about the welfare 
of a person involved, but I dao ask if your Honor is 
going to have the jury selection tomorrow, since this 
is a serious felony case, that then your Honor recess 
this unt... Wednesday and at least I can stay lying down 
tome row. I am in pain and I don't think the Court | 
should trifle with the health of counsel any more than 
with the health of a client. And I do object to my then -~ 


then Mr. Goldman will handle the jury business tomorrow 
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unprepared, but will handle it, and then I would be 
directed, I quess, if that is completed tomorrow to 
come back on Wednesday. 

I woulda ask if the Court can set that 
schedule. And I urge that as not waivina my exception. 

I think the wise schedule would be to follow what vour 
Honor said the schedule was on Thursday, that there he 
three hearinas conducted anda when they were completed 

they c.ld be followed by the heainnina of the trial. 

And I urge that your Honor chanaes your mind. One never 
knows what the law is in this case and the procedure 

from moment to moment. 

THE COURT: Well, these hearings are taking 
much longer than anticipated. We ave only now just 
gotten underway and we will take at least another couple 
of hours from the number of witnesses indicated just 
by the aovernment. Two more? 

MR. TIMBERS: Yes, vour tionor. The aovern- 
ment has Al Cavuto and Harry Weinkauff prepared to 
testify. 

THE COURT: And from your cross-examination , 
as you commenced it of Mr. Viqna, that is going to be 
a long time if we are aoing into the matters which you 
indicated. 
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So, as I said, rather than have the jurv 

sit here tomorrow morning again waiting for this trial to 
will select the jury and let them ao and 


eer . — Se 
continue with this suppression hearing. 


H 
It has to do with two statements, is that it? 
MR. TIMBERS: That is correct, your Honor. 
THE COURT: On the part of Mr. Pastor. | 


MR. KUH: Micht I suadest, your Honor, there 
is a Wade hearing also to follow and it's directed that 


this witness took’ more than an hour and I assume my cross 


will take far more than that. And hence we are 


talking about at least another dav, ana probably realis- 
tically if we consider the Wade hearing as well, two 
days. 
To have the jury selected and then sittina 

round ,your Honor, is not solicitous of their welfare. 

I would urge that word be sent to the jurors today that 
they are not needed tomorrow and we aet these hearinas 
over with and that at least that will aive Mr.Goldman 
some time to prepare for the trial. It will also 
permit the jurors from havina been hela in abevance when 
selected for one day or two days, ana we don't really 
know how many days. 


THE COURT: All riacht. Recess to % o'clock 
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tomorrow morning, at which time we will select the jurv 


a er 


and then continue with these hearings. 
eT 


_————S ee 


MR. KUH: May I be excused and during the 


mid-morning break your office can notify my office when 


we will he reached and Mr. Goldman handle the jury 


selection? 

THF COURT: All right. 

MR. TIMBERS: I am very reluctant to bucden 
the Court. The Court has directed Mr. Pastor be examined 


every two days and I tried to make arrangements with Mr. 
Kuh for the procedure. Mr. Kuh refuses to talk to me 
about it off the record so we'll need the Court's 


assistance for Mr. Pastor to he examined. 

I am very sorry to burden the Court with 
this matter. 

THE COURT: What is the problem, ™r. Kuh? 

MR. KUH: The problem essentially, your 
Honor, as I indicated to your Honor, is that Dr. Texon 
serves as an agitant rather than someone to immrove 
Mr. Pastor's health. If your Honor will not entertain 
the alternative of presenting a list of accredited 
cardiologists and if your Honor insists this is the 


only step your Honor will take to protect Mr. Pastor's 


health then obviously we will submit, but I vould ask 
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then that the arrangements be made that Pr. Texon | 
see Mr. Pastor here someplace at the close ofthe 
session so that Mr. Pastor other than beina in court cach 
day can go to his hotel room and sleep and rest and take 
it easy and not go running all over New York to add to his 
irritations. 

THE COURT: Where is Pr. Texon aoindg to 
examine, in his office? 


MR. TIMBERS: Well, that is what I wanted to 


@iscuss with Mr. Kuh. I would be alad to approach Pr. 
Texon and determine whether he can examine Mr. Pastor 
in Mr. Pastor's hotel room every second day at a pre- 
arranced time in the afternoon. 

THE COURT: All riqht. We will let it 
go at that. 


(Adjourned to May 18, 1976, at 9:99 a.m.) 
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UNITED STATES OF AMERICA 
| 


vs. 


EDWARD PASTOR and MARTIN WEINER. 


(In the robing room.) 


THE COURT: 


proceed? 


MR. TIMBERS: 


proceed, your Honor. 
THE COURT: 
MR. COOPER: 
at this time. 


THE COURT: 


proceed? 
— 


MR. 


MR. COOPER: 


I received 


morning from Mr. 


for Mr. Pastor. Mr. 


informed by Mr- 
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Pastor's wife that Mr. 
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76 Cr. 253 


New York, May 18, 1976; 
9.00 o'clock a.m. 


Is the Government ready to 
The Government is ready to 


Is the defendant ready to proceed? 
The defendant Pastor is not ready 


— 


Is the defendant Weiner ready to 
2 ee 


Yes, your Honor. 
Saal 


If I may explain: 


a call in my home at about 8.15 this 


counsel of record in this case 
that he had been 


Kuh informed me 


Pastor had another 
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heart problem I believe early this morning; that she had 


to administer oxygen; that she could not even get Mr. 


Pastor clothed this morning he was in such bad shape. 


Mr. Kuh further informed me that upon hearing 


that he called Dr. Texon, not having been able to reach 


Mr. Timbers, who I believe was on his way in from 


Connecticut. He asked Dr. Texon if he could go to the 


hotel where Mr. and Mrs. Pastor were staying and examine 


Mr. Pastor and, if necessary, admit him to the hospital. 


Dr. Texon said he could not do that; that he is not 


authorized by tne Court to do that; that he doesn't have 


a Court order and therefore he would not do that. 


I was informed that Mr. Kuh within the last 


15 minutes called Dr. Texon again. Dr. Texon still said 


he was not able to go to Mr. Pastor. I believe Dr. Texon 


said that he would be in his office and if Mr. Pastor 


could get to his office he would be able to examine him 


there, but my information is that Mr. Pastor was not in 


condition even to be dressed, no less to go out of the 


room. 
In talking with Mr. Kuh in the last five 


minutes he told me that he also called Dr. Kuhn who was 


to get back to Mr. Kuh within the next ten minutes and 


inform him as to what his findings are. I don't know 
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whether Dr. Kuhn will be able to see Mr. Pastor or not. 

THE COURT: By when? 

MR. COOTER: He is going to call back in the 
next ten minutes. I don't think he will have seen him 
by then. 

What I would request is this: I know Dr. Texon 
has been examining Mr. Pastor as the Court's direction. 
I would believe if Dr. Texon were ordered to examine him 
again that he would. I believe the reason Dr. Texon 
said he wouldn't at this time is because he wasn't 
authorized. 

I would ask that the Court through a phone 
call at least now order Dr. Texon to examine Mr. Pastor 
at Mr. Pastor's hotel. 

THE COURT: I don't have any doctor's 
certificate here, Mr. Cooper, saying that Mr. Pastor is 

ble to attend court this morning, so his bail is 


una 
revoked and the United States Marshals are ordered row to 


go and get him. We are going to proceed in his Sr 
absence. 
——— 


MR. COOPER: May I aek -- 
THE COURT: If you say another word you are 
going to need a lawyer. 


Now, let's gO- 
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(Pause.) 


THE COURT: Mr. Timbers, do you have something 
to say? 

MR. TIMBERS: YeS,r your Honor. 

The Government is prepared to have Mr. Pastor 
examined and to have him placed in the Metropolitan 
Correctional Center if necessary. The Government would 


—— 


determine whether Mr. Pastor has purposefully absented 
himself from court today. The Government is concerned 
that if by chance Mr. Pastor should for once in fact be 
See 

sick there might be Sixth Amendment problems in choosing 
a jury in his absence. The Government would apply 
at this time that a determination be made first as to 
whether he is in fact sick before proceeding. 

MR. COOPER: May I say something? 

THE COURT: The application is denied. 

MR. COOPER: May I bring the Court up to date? 

THE COURT: Yes- 

MR. COOPER: I spoke to Mr. Kuh against. He 
said that he had spoken with Dr. Kuhn who in turn spoke 
with Dr. Texon. I believe it is the consensus of both 


Dr. Kuhn and Dr. Texon that Mr. Pastor should be examined. 


These arrangements were made before the Court made Lts 
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previous order this morning. 

Mr. Pastor, I believe, is at this time, if he 
has not already arrived, is on his way to Mount Sinai 
Hospital's emergency room either by ambulance or taxi, 
whichever was able to be arranged first. I believe 
Dr. Texon is aware of this fact now. 

I would ask the Court that the Court's reason 
for revoking bail ar1 ordering the marshals to get him 

no doctor's note, to at least give us 


beceuse there was 
0 eee 


an hour to get the note. This set of circumstances was 


—— ae 


——— 


just brought to my attention and i believe just happened. 
It was not possible to get a doctor's note down here by 
that time. 

THE COURT: The application is denied. 

MR. COOPER: If your Honor please, before we 
proceed I would make the same objections to having to go 
forward without Mr. Pastor at this time. I believe he 
has a right to be here until it is determined -- 

THE COURT: He has a right to be here, but he 
also has a responsibility to present a doctor's certificate 
saying that he is unable to be here. This is a dr 

atl 
deliberate attenpt to frustrate this Court in BEARING 
this case to trial and I'm not going to hear it again. 
is my conclusion, that this was done deliberately to 


That 
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frustrate this Court from selecting a jury this morning 
u full well knew as did Mr. Kuh and 


at 9 o'clock as yo 


Mr. Pastor. 
Sn 


mcs 


MR. COOPER: You are not saying it is a 


deliberate attempt. 


THE COURT: I just ruled that it is my view 
that it is because I changed the schedule and Mr. Kuh 
didn't like it, so we are going ahead. Let's go into the 
courtroom. 

MR. COOPER: 1 have an application to make as 
to the jury selection procedure and the number of 
challenges. 

THE COURT: You will have the same number of 


challenges. No additional are needed. There are only 


two defendants. 


MR. COOPER: May I be heard on that? 
Mr. Timbers supplied me this morning with requests for 
voir dire about five or ten minutes ago. 

THE COURT: I looked at them. They are the 
usual, normal ones. 

MR. COOPER: I have only had an opportunity to 
look at the first page, but 1 noted on the first page ~~ 

THE COURT: You can look at it while we go 


ahead. I will stop at the end and ask you if you have 
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MR. COOPER: There is an objection I have on 
the first page where Mr. Timbers refers to this as 4 
narcotics offense. 

THE COURT: 1 will delete that. 

MR. SPARKS: I noticed -- Mr- Timbers just gave 
me a copy this morning a few minutes agO, and I likewise 
consistently noticed throughout the first question and 
in the sixth question he uses the terminology narcotics 


offense. 


THE COURT: + will delete that. I noticed 


that. 
MR. COOPER: [Ss the Court going to bring to 


the panel's attention the fact of Mr. Pastor's absence? 


Is it going to make any comment upon that? 


THE COURT: I will just say that he is not here , > 


at the moment and we are going ahead. That is my view 


of it and if the higher court overrules me ~" that is my 
yiew, that it is a deliberate attempt to frustrate this 


Court. I may be overruled by 4 higher court, but that 
—— 


is my ruling. 
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(Jury and two alternates were duly 

impancled) 

MR. TIMBERS: Your Honor, mav we approach 
the bench? 

(At the side bar) 

MR. TIMBERS: Your Honor, Mv office has 
informed me that Mr. Kuh has called our office hecause he 
could not qet in touch with his colleaaues in the court- 
room to say that Mr. Pastor has entered M*. Sinai Hospital 
and that Mr. Kuh expects to have an affidavit from Mr. 
Pastor's doctor, Dr. Kuhn, for the Court. 

THE COURT: What about it? 

MR. TIMBERS: I want to convey that messacec 
to dacfense counsel and to the Court. This was the 
messaqe which was called into our office hecause Mr. Kuh 
could not get in touch with his colleaacue’ and I 
wanted to notify the Court and the defendants of this. 

THE COURT: We haven't taken anv testimonv 
yet » this case. I don't understand the reason for 
raising that. 

MR. TIMBFRS: I have no reason, your 
Honor. I simply have received the messadcde and I thoucht 
I should convcy the information to both the defendants 


and to the Court. 
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THE CONRT: All riaqht. 

(In open court) 

THF COURT: Mr. Clerk, Go vou want to swear 
the jurors and the alternate jurors. 

(Jury and two alternate jurors were duly 

sworn) 

THF COURT: All riaht. ladies and aentlemen, 
first of all I want to tell vou that we have utilized this 
courtroom solelv for the purpose of selecting a jury. 

It's a larqer courtroom than the one in which we will 
act ly try the case. 

The courtroom in which we will actually try 
this case is courtroom 2703 and after I cet throuch 
with the preliminary instructions to you the clerk 
qoing to take you up there and show you to the jury 
room adjoining that courtroom and that is where you are 
to renort tomorrow morning at 9 o'clock. 

Now, aS I indicated ecarlier, the trial of this 
case will he different from the trial in most cases 
in that we will have a four-hour session cach day 
commencing at 9 o'clock and we will recess for the day 
at 1 o'clock. 

During that four-hour veriod, of course, we 


will take an appropriate recess, but the trial will start 
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| each day at 9 o'clock and we will recess at 1 o'clock. 

Now, in addition to those preliminarv 
instructions, I want to qive you some additional 
preliminary instructions. 


The first is that during the course of the 


trial you must pay careful attention to the testimony 
which you will hear from various witnesses and vou must 
pay careful attention to the other evidence in the case 
which will come in in the form of exhibits. 

The reason that you must pav careful 
\ attention must he obvious to you, and that is as 
the jurors in the case it is aqoina to he vour exclus: "ce 
function to decide the facts inthe case. 

Obviously if you have not heen paying 
attention, or if you have heen falling asleep or 
lettering your mind wander, you are not qoina to he able 
} to perform that tunction very well. 

So the first instruction is to pay careful 
H attention when you are in the courtroom wise evidence 
is being received, that is testimony and exhibits 

and perhaps some stipulations as to certain facts which 
the lawyers might enter into. 

As I told you earlier, this is a criminal 


case and in a criminal case the Aacfendant doesn't have 


| 

i 
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to say anvthinga. The defendant doesn't have to call 

any witnesses, doesn't have to take the witness stand, 
doesn't have to present any evidence. That is because 

in a criminal case the government has the hurden of proof, 
and that is to prove the defendant quiltv of a particular 
charae beyond a reasonable doubt. 

As I pointed out earlier, also, in a criminal 
case a defendant is presumed innocent and the fact that he 
doesn't offer any evidence or take the stand or anvthing 
like that should not he held against him, that is you 
can't infer anything from his failure to offer evidence 
or to take the witness stand. And that is hecausc, as 
I said, under our system a defendant is presumed innocent 
and he remains innocent until after the jury has deliber- 
ated in the jury room and the jury finds that the aovernment. 
has eystained its burden of proof ,which is to prove 
the defendant quilty beyond a reasonable doubt, it is 
only then that the presumption of innocence is removed. 
tT want to remind you again that ean indictment 


is not proof or evidence. It is merely an accusation 


or a series of accusations. It is a method which we employ 
in our system whereby a person is charaed with the crime 
by a grand jury and then the defendant is brouaht into 


court and it is only then that his auilt or innocence is 
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determined by 4 petit jur such as you are. So that the 


indictment has no evidentiary value. 


It is going to be my duty to instruct you 


as to the law applicable to this case and that I will do 
at the end of the entire case, after all the evidence is 
in and the lawyers have had an opportunity to sum up. 

Durina the course of the trial, it is coing 
to he my duty to rule on motions and objections made 
by the lawvers on both sides. 

These things should not concern you ~~ mv 

Jo with 


rulinas on these matters -~ because thev have to 


questions of law and thev ri11 concern the administration 


or running of the trial, so to sneak, housekeering 


matters. 


As I said, your dutv is te focus on the 


evidence and the evidence in a case consists of three 


things: 


First, it consists of testimony which you 


will hear from witnesses who will take the witness 


stand ricaht in front of you so you can hear them and 


As I said, it will be a much smaller courtroom 


see them. 


where the acoustics will tbe much hetter than they are 


here. So vou will he ahle to ohserve the witnesses 


as they testify, observe their manner and demeanor while 
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on the witness stand, because you are aoing to have to 
assess the credibility of each witness at the end of the 
case during the course of your deliberations. 

The evidence nN the case also consists of 
certain exhibits which are actually received in evidence. 
There will be some exhibits offered in evidence which \ 
will be received and others which ere not. So only 
those exhibits actually received in evidence constitute 
part of the evidence in the case. 

and, finally, the evidence in a case consists 
of anv stipulations, that is agreements as to certain 
facts which the lawyers might enter into. For example, 
they micht aqrec that if a witness were called to testifv 
to the following effect, without the necessitv of 
calling the witness. That we call a stipulation. 

So those three thinas constitute the evidence 
in the casc, that is the testimony, the exhibits and 
any stipulations or aareements as to certain facts. 

All of that is to emphasize that statements 


made hy lawvers or by the Court durina the course of a 


trial is not evidence and when the trial commences tomorrow 
morning we aregoing to have an openina statement by the 
aovernment counsel. And, as I told vou, @a dacefendant 


need not offer any evidence, need not say anythine. 
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On the other hand, the defendant mav, if 
he wishes to do SO, make an openina statement, in 
which case you will have openina statements by defense 
counsel. 

During the course of the opening statement 
it will be the aovernment's responsibility to outline 
for you what it expects to prove hecause as I said state- 
ments made by lawyers is not evidence. What the 
government 'S lawyer will be doina will he tellina you what 
he expects to prove by various witnesses and by the intro- 
duction of various documents into evidence. 

And then, as I saia, after that the trial will 
begin with the actual receipt of evidence. 

As the evidence comes in, vou will want to 
keep an open mind until you have heard the whole 
case from both sides. For that reason vou must refrain 
from discussing the case among vourselves or with your 
family or your friends when you 9° home at nicht. 
You must not @iscuss the casc at anv time among your 
selves until after the Court has instructee you as to 
the law applicable to he case hecause that is the only 
time you will have the wnole case before vou because 
at that point all the evidence will be in, all the 


lawyers will have had an oprortunity to sum up and the 
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Cou t will have an opportunity to instruct you as to the 
law. 

Once that is accomplished you have the whole 
case before you and that isthe onlv time vou are nermitted 
to discuss the case among yourselves, when you have 
finally retired to the jury room to Aeliberate. 

As I said again, the reason for that is you 
have to keep an open mind until you have heard the whole 
case and you can't keep an open mind if you discussed it 
long before you heard all the evidence and the Court's 
instructions as to the law. 

Recause you must keen an open mind and decide 
this case solely on the basis of the evidence presented 
in court, youa re not to ao home at nioht and discuss the 
case with your family or your friends hecause if you 
do that the first thing you know somebody will start 
= 


ling you about what they read in the newsnaper OF 


1) 
~ 


saw on the television or heard on the radio, and 

although you do not intend it those discussions are 
apt to influence your judament here. And, as I told you 
repeatedly now, your judgment in this case must be hased 
solely on the evidence presented in court, the testimony, 
exhibits and stipulations and not on what somebody 


heard on the radio or saw on television or read in the 
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So please do not discuss the case when you 
nicht. 


You are not to discuss the case with any party 


in the case, you arc not to talk to any lawyer in the 


case, or any of the defendants on trial, or any of the 


witnesses i 


elevator oO 


fF you should happen to see them in the 


r out in the hallway Or anvthina of that kin. 


You are not to nermit anyone to approach you about the 


case. Ee 


that should happen please don't tell yvour 


fellow jurors ahout it, but let me know immediately 


and I will 


take care of 4%. 


So do not talk to anvone at anv time in the 


hall or in the elevator, do not nermit anyone to approach 


you for the purpose of discussina this case. 


If vou have any auestions relatina to your 


comfort Or convenience, you can discuss them with 


Mr. Wcinherg, our clerk here, and he'll trv to resolve 


se. If not, he'll take it uD with me. That relates 


to your co 


mfort or convenience. Rut other than that, 


you are not to discuss the merits of the casc with 


anybody at 


anv time, for any purpose until you have 


finally retired to the jury room and to deliberate. 


courthouse. 


There is a cafeteria on the 2&th floor in the 


We will be on the 27th. You are not to use 
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that cafeteria. It's not a public cafeteria. That 
cafeteria is for employees in the huildina and that 
includes United States Attornevs and other people 
involved in cases. So if you Jo Up there you are apt 
to run into people discussing this or some other case 
amona themselves. So please do not use the cafeteria 
on the 28th floor. That is not a cafeterial for 
jurors. 

Should anyone telephone you oF talk to you 
about this case, please do not tell that to vour fellow 


jurors, but let me know immediately. Tf there should 


be any puhlicitv about this case, vou acer not to read ahout 


that in the newspaper. Tf you should do so inadvertently, 


when you come in in the morning do not discuss that with 
your fellow jurors, but let me know immediately. 

Again I don't know whether there will he any 
publicity, but if there is you are not to read any 
newspaper stories about the case. 

I am sure that you know that when you 
serve on a jury youare playing a vital role in the 
administration of justicc. I am sure that you know 
also that trial by jury is a basic and cherished 
institution in cur system. Yt am sure that each of vou 


who is now servina on tis 7uUuryv would want to aive the 
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parties who are now on trial the same fair trial 

which you would expect if you were a litiaant in a law- 
suit. For that reason I am sure you will want to 

nay careful attention, as I said, follow the Court's 
instructions, which I have just given you, S50 that vou 
can aqive these parties a fair and impartial trial. 

Now, as I said, we are aoina to recess at this 
time until 9 o'clock tomorrow mornina. And the clerk 
will now show you to the jury room and adjoining room 
2703 and you will re t there in the morning at 9 
o'clock. 

No juror is permitted to be late comina 
to the court. 9 a.m. Please arrive about ten minutes 
before so we can beqin promptly at 9 o'clock. It's aoina 
to be a short day, until 1 o'clock. 

Thank you very much. 

JUROR NO. 6: You said it would involve 
several more davs. Can we take notes? 

THR COURT: You sce this man sittina here 
right here. That is the court reporter. He takes down 
everything which is beina said and then when vou oo to 
the jury room, if you want some © the testimony read 
back, he will read it back. You may take notes if 


you wish, but it would be aifficult. You see he's usina 
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a machine. 


JUROR NO. 6: 


If somethina ca 


want to forget, can I just write it down? 


THE COURT: 


better to try to pay attention and 


You can do that, vcs, 


then have him read 


171 


me up I didn't 


but it's 


back the testimony which you desire. As said, that 
would prohably he better to do. Rut you "ay take 
notes, if vou wish. 

All riaht. You mav now follow the 
clerk to the courtroom. 

(The jury left the courtroom) 

(In open court; jury not present) 

THE COURT: All riqht. We are ready to 


now resumc the hearing we had on yesterday. 


MR.GOLDMAN : Your 


time, there are several matters I wou 


to the attention of the Court. 


applications, your Honor. 


Honor, prior to that 


The first one I think is, I have 


handed, which conssitutes the total of my 
in the area, an affidavit by Dr. 
of Mount Sinai Hospital, 4 director of the Ames 
Unit, and he states that this mornina Mr. Pastor was 


admitted to Mount Sinai Hospital, 
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7? 
Dr. Kuhn, and Pr. Kuhn in fact did find clinical 


findings indicating that Mr. Pastor was in fact 
experiencing a heart seizure. 

I have an affidavit here from Pr. Kuhn, your 
Honor, which I would like to hand up te the Court and 
have marked, and I have a copy for Mr. Timbers. 

THE COURT: All riaqht. 

Mr. Timbers, is Dr. Texon scheduled to examine 
Mr. Pastor this morning? 

MR. TIMBERS: Your Honor, the Aacfendants 
ana the government could not aqaree on 4 procedure 
for examination yesterday. can tell the Court this, 
however: That Dr. Texon is available after 4:39 this 
afternoon to conduct an examination and I will ask him 
to go to Mount Sinai to conduct the examination 

THE COURT: What do vou mean, the aovernment 
and defense counsel cannot aqree? 

MR. TIMBERS: Your Honor, this is the samc 
sort of nettyv dispute that we have had throuchout this 
case. I told the defendants vesterdayv -- 

MR. GOLDMAN: I think that is unnecessary, 
your Honor. 

MR. TINBFERS: -- that Dr. Texon could 


examine Mr. Pastor under certain circumstances and the 
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defendant said tat the only way that the examination 
could take placc would be if the Court would order it 
and therefore we would have to come hefore the Court 
in order to set a time and place for the examination. 

MR. COOPER: Your Wonor, may 2, ae 

THE COURT: Read that, Mr. Reporter, what 
Mr. Timers just said. 


(Record read) 


MR. COOPER: Your Honor, if I mav resnond, 
it's completely -~ OF at least the implication is 
completely jinaccuratc. Mr. Timbers talzxed to me 


on the telephone I believe yesterday afternoon aeavisina 
me if he could arrande for Dr. Texon to examine Mr. 
Pastor. 

I said, "Fine, could it he done at his 
hotel?" 

Mr. Timbers advised me he could not do that. 

I said, "“Copld we arrancac it to be done 
before court oF at court oT immediately after the 
session at ] o'clock at court?" 


Mr. Timbers said that was not possible 


either. 


He said, “Could Mr. Pastor come to nr. Texon's 


office either in the afternoon or possibly at R o'clock 
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2 |i : 
| in the mornina,” that he would check with Pr. Texon ~~ 
3 } , 
| that he would have to check with Pr. Texon. 
4 | . , 
Og i I said, “To do either of those would unduly 
| 
5 | 
extend the day that the Court has alreadv cut down 
6 | 
) to four hours for Mr. Pastor." 
7 || , 
l I said, “If we could possibly do it the 
| 
8 : : 
other way we would prefer it that way.” 
Ss) \| , ; : 
l I said Mr. Timbers should bring these facts 
10 , 
to the attention of the Court and that if the Court 
il found we could not have Mr. Pastor examined cither at his 
12 | - 
hotel or in court before or after court then we would 
13 , ; 
abide by whatever the Court rulcs. I didn't sav we 
14 
would not submit to any examination unless the Court so 
15 
rules, but I said we would prefer to have it the other 
16 i 
way because of Mr. Pastor's condition and because the 
17 or ied 
Court, recoanizing that condition, cut the court AAV 
13 
down to four hours. 
: 19 || : F ; 
\ That is what I saic to Mr. Timbers, your 
it 
2 
Honor. 
21 || 
H MR. TIMBERS: Your Honor, the facts of Pr. 
2 | . : sae : 
Texon's schedule 1s that Dr. Texon is testifvina in 
23 ; , : ' 
the Eastern District of New York startina at 2 o'clock 
i 
"A | ; 
every day for the remainder of the week, and therefore he 
25 | 


could not examine Mr. Pastor startina at 1 after the 
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court proceedings are over. 

Nr. Texon's office day does not beain 
until 9:30. Therefore he could not come down to the 
courthouse to examine Mr. Pastor at 8 o'clock in the 


morning as the defendant suaacsted. 


MR. COOPER: Your Honor, I Aidan't sucaest 
that. 

MR, TIMBERS: Nr. Texon -~ 

THE COURT: Please don't interrupt 
Mr. Timbers. You know the reporter can't aet hoth 


of you speaking at the same time. 

MR, COOPER: I apologize. 

MR. TIMBFRS: The only time durina the day 
that Pr. Texon is free is starting at 4:39 in the 
afternoon. He expects to he free a little bit earlier 
tomorrow afternoon at the Fastern District of New York, 
but that is the only practical time for th examination 
to take place. 

THE- COURT: All richt. Ho'll examine at 
4:30 each cay from now Shs. 

pa 


MR. COOPFR: Today's examination will 


be in Mount Sinai Hospital; is that correct? 


THE COURT: No, I sent the marshals for 
Mr. Pastor. He wiil he examined in the facility hehind 
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the courthouse. 


Your Honor, when you previous ly 


MR, COOPER: 


pastor's bail was 


stated this morning that Mr. 


stated as vour 


revoked and sent for the marshals you 


the “Court with any 


reason for Aoina so we didn't present 


We have now 


statement or affidavit from the doctor. 


done that. 
would vour Honor consider 


Rased upon that, 


arshals until at least 


revoking your order to the m 


Dr. Toxon 


THE COURT: No, hecause nohody obeyed 


course of the 


that order and I had to durina the 


hal to co and 


selection of the jury get the chief mars 


er was completely janored. I qave 


get him. That ord 


that order at 9:10 this mornina. If it was obeyed, 


he would be there now. 


MR. COUPER: your wonor, I believe it is the 


fault 


THE COURT: This was due t¢ people disohevina 


my responsibility is to see 


my orders in this case. 


this Court is not undermined hY 


that the authority of 


anybody, and it's consistently beina done by the 


defendants in this case. That is my vicw. 


T said it earlier this mornina, that this was 
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a deliberate attempt to frustrate the Court. And after 
Dr. Texon exemines him I will consider whether he should 
be in the hospital or not. aut raqht now he's not. 
He's going to be brouqht down to the Metropolitan 
Center richt here where Dr. Texon can examine him there. 
He'll decide whether in fact he has anv condition which 
prevents him from being here. Accordina to this report, 
he has no such condition that prevents him from beina 
here in court. 

MR. GOLDMAN: Your Honor, may Y direct 
the Court's attention to the third paraaraph -- 

THE COURT: It doesn't say anythina to that 
effect here. 

MR. GOLDMAN: Your Wonor, may I direct 
the Court's attention to the third paraaraph, your 
Honor? And it says that "There were ST seament 
depressions in leads V4 throuch V6 suagesting acute 
myocardial ischemia." 


That is a cutoff of hlood flow to the heart 


which is reported this morning by Pr. Kuhn. That 
was the finding -~ the flcw of hlood has been cut off. 
MR. TIMBERS: He suaqaests the flow of hlood 


might be cut off. 


MR. GOLDMAN: No, it savs in fact "There 
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were ST seaqment depressions in v4 and V6" which sucacst -- 
in other words, from the absolute clinical findinas the 
doctor now suaqests what that really means ~~ and he sayd -- 
THF COURT: I am not aoina to hear > 5 
e is nothing in this report that says he 


just said ther 


can't be here to stand trial. 
— 

MR. GOLDMAN: Your Honor ~~ 

THF. COURT: So he is voluntarily absent 
as far as I am concerned. Richt now we are aoins 
“o continue with that hearing we started yesterday and try 
to get through with that. 

MR, GOLDMAN: your Honor, I have some further 
applications, vour Fonor, and matters to hand up to the 
Court. 

your Honor, I also have here, which I think 
must be part of the record, vour Honor, a report of Mr. 
Pastor's doc’ rr. Apparently there was some sucoestion 
that such 4 document had not been previously provided. 
This is Dr. Bernard Seigel, vour Honor, who is the head 
of cardiology at Hahnemann Medical Collece and Hospital. 

This report, your Honor, indicate» that 
since the last time the matter was discussed hy the 
Court Mr. Pastor has suffered from conaestive heart 


failure and this letter, your Honor, concludes, executed 
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by Dr. Seiael, that there is no doubt that his appearance 
in court is an intensive emotional experience which mav 
provoke the current angina, may precipitate acute 
myocardial infarction, acute pulmonary edema or sudden 
death. 

Your Honor, I would like to have this marked. 

THE COURT: No, I already ruled and 
received the evidence on that. I am not aoina to 
receive it. 

MR. GOLDMAN: This is additional. 

THE COURT: No, it isn't. Tt's another 


attempt to frustrate the Court and trv to block this 


case going to trial. I have ruled on that issue. 


You have been up to the Court of Apreals. You are now 
bringing in something else. 

MR. GOLDMAN: Mav we have it marked so we 
can identify the document later, your Honor? 

THE COURT: Yes. tT am not coing to hear 
anv such mattcr now. 

MR. TIMBERS: what is the *:te of the 
letter? 

MR. GOLDMAN: May 13, 1976. 


And again I have a copy for Mr. Timbers. 


mIF COURT: All riocht, “r. Viana, you can resume 
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the stand. 
JOSEPH VIGNA resumed. 
MR. GOLDMAN: Your Honor, I have some 
cpplications to make. 


THF COURT: All riaht. What are they? 


MR. GOLDMAN: Your Honor, the first application 


is that -- or statement, is that by my appearance on 
behalf of Mr. Pastor in this case Mr. Pastor does not 
waive his right to counsel t am here hecause Mr. Kuh 
is incapacitated and I have undertaken to try the case. 
I must state, however, that I did not know a sinale 
fact about this case until last Friday when it became 
apparent that Mr. Kuh could not continve. 

I tried to garner as much as I could over the 
weekend. I did not meet Fdward Pastor unti vesterdav 
‘timid and at the time chatI met him he was unable to 
spend more than 15 or 29 minutes with me coherently, havina 
been exhausted and under sedation From the mornina court 
session. 

Aside from the fact, your Honor, that mv anpcar- 
ance is not 4a waiver of his richt to counsel, I would 
like to suqacst in the interests of the Court's stated 


desire to expedite this trial, several of the follwoine 


things: 
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I would ask your Honor that in view of mv 
circumstances and in view cf my unfamilarity with the 
case and in view of the disabilities under which I will 
he laborinc, that the government furtnish at this time the 
3500 material forthe following reasons: 

If the defense, Or I would receive this 
material only after a witness testified there is no wav 
realistically If can confer with my client meaningfu.ly 
to make any use of that material whatsoever. 

Secondly, your Honor, my own knowledae of the 
case is so scanty and so skimpy my inability to confer 
with the client and my recent involvement in it that I 
make the -yaqaestion,your Honor, so that we can expedite 
matters, so that we can beain workina on matters now so 
they can he somewhat meaningful that I would ask your 
Honor to assist me possibly in asking the tinitead States 
Attorney if he would so furnish me with that material at 


this time. 


Absent that,your Honor, I would he required in 
the interes*s of havina something other than a mere 
spectator's contest here, that after each witress 
testifies or direct, that I be aiven between half an 

hour to 45 minutes in order that I may make some attemnt 


to diaqest what is happening with reaard to the evidence 
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in this case, and particularly with reaard to the 
testimony of anv witness. 

That is the essential nature, your Honor, in 
terms of a housekeeping nature that I miaht expedite the 
trial. 

I wonder what the aovernment's view is? 

MR. TIMRERS: Your Honor, ™Yr. Goldman is 


in fact new to the case, hut I voint out we have 


produced to the defendants some nine inches of material 
and he should have enough to keep him busy within the next 
day or so with that material. 

I think it is totally improper for 
defendants to manipulate counsel in order to aet the 
aovernment to produce the 3599 material. 

THE COURT: Yes. That is all that is hein 
done here. The record is clear, the performance in this 


case is clear, that what we have is a manipulation hy 


counsel in an attempt to frustrate the Court. 

I am saying for the third time in this case 
there is an attempt by counsel -- you, Mr. Kuh, and Mr. 
Cooper -~ 

MR. GOLDMAN: You are accusing me, your 
Honor, of any attempt to frustrate this Court? 


THE COURT: Yes, I am accusina you, comino in 
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at the last minute in a case like this, tellina the Court 


that you need time to study this mattcr. You are an 
associate of Mr. Kuh. You know all about it. 

MR. GOLDMAN: I am a partncr. 

THE COURT: You appeared in the Schwartz 


case, didn't you? 


MR. GOLDMAN: Wha has that aot to do with 
this case, your Honor? 
THE COURT: You knew Mr. ¥uh was sick 
six weeks aqo and you know I ordered the client, 
Mr. Pastor, to get another lawver so we wouldn't he 
in this jam. So I insisted on following your 
advice and stuck with it. 


If he wants to follow your advice and i 


TT 


ignore the direction of the Court to aet another 


EL 


lawyer, which he had a chance to do six weeks aqo, then 
PSEA DTT ET a a eee 


he's stuck with his decision. Ite doesn't have a riaht 


EE 


to disreqard the directions of the Court which he has 


ee 


done herc. He had a chance to get another lawyer six 
ey 
weeka ado. "Ne didn't take it. If he wants to coo alona 
Lea eee ne se nc seeemnaieneiaabneememnmmecsnemenmaeae 


with whatever manipulations you are involved in, he will 


a ——————————— 


have to suffer the consequences. 


LL 
a. 


MR. GOLDMAN: Your Honor, miaht I state that 


just on the facts, IT mvself was actually enaaded on trial 
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until last week and then last week I as on a hearina 
outside the United States. My first involvement in this 
case was on Friday. 

There is nothina, your Honor, T have seen 
either prior to or during the bricf time of my involvement 
that suqgests 24 deliberate manipulation. I have seen a 
man suffering on the point of death and mv partner in 
absolute agony in the last six weeks. That is the onlv 
thing. 

THF COURT: We are aoina on with the case now. 

MR. GOLDMAN: I understand that, but am I 
not entitled to when defamed hy the Court on first im- 
pression, > QR 

THF COURT: This is mv conclusion based on 
the jury records here. The record will disclose that 
there has been a deliberate attempt here to prevent 
this case from qoing to trial. And you came in first of 
all late this morning with some excuse about some car 


accident. 


MR. GOLDMAN: Yes, your Honor. 
THE COURT: Coming to court late, first of 
all, without any prior notice to the Court. Mr. Kuh 


was here yesterday, as the record will show, viacorous ly 


defendina Mr. Pastor evcry inch of the wav. without 
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any notice he failed to show this mornina. 

Then we had Mr. Pastor at 8:15 deciding 
he is ill and can't come to Court. All of these thinas 
add up to what I have said. 

MR. GOLDMAN: Your fonor ~~ 

THE COURT: No, we are not aoina to hear it 


any more and Mr. -- 


MR. COOPER: Your Honor ~~ 
THE COURT: Will you resime athe stand. 
MPR, GOLDMAN: Your Honor, I have somethina 
further. Your Honor is identifyina the application for 


3500 material at this time. 

THE COURT: I can't order the united 
States Attorney to turn it over. I told Mr. Kuh that 
last week. You took that up rith the Court of Apneals 
which says you can't have it until after the witnesses 
testify. 

MR. GOLDMAN: Your Honor, f would like to 
state also, havina stated my hackaround in this case 
and having stated conclusively, whether the Court accepts 
it or not, that I am not a party to or know of anv 
attempt to manipulate or deliberately prolone this 


case. s 


I will say, however, your Fonor upon comina to 
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court this morning there is not once that the Court has 
addressed me since the first tin. I have appeared 
except for a short sentence when the Court aida evidence 
in the presence of the jurv @ispleasure at an utterance 
of defense counsel. 

THE COURT: You say that once more that I 
uttered any displeasure in the presence of the jury. Be 
specific. 

MR. GOLDMAN: ves, I will be exactly 
specific, if I may check my notes, your Honor. 

The first, your Honor, is, or the second, 
vour Honor, Was when I indicated that a juror had used 
the word "narcotics" in describina the pills here. 

At that time, your Honor, your Honor evidenced displeasure 
in that obviously I was making a: frivolous application 


and then went on to say that in fact she hadn't heard 


ra 
it. 
THE COURT: Where was that, in the presence 
of the jury? 
MR, GOLDMAN: At the side har: you were 
standing uP. 
THRE COURT: And my back was to thejury as 


yours was? 
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MR. GOLDMAN: Your Honor, I can't 
certify what the jurors saw or not. 

THF COURT: Well, I am not aoina to listen to 
that because there was no displeasure on the part of the 
Court in the presence of the jurv. I was careful to 
avoid that, and everything we teok up was richt here 
at the side har so I am not aoina to listen to that. 

MR. GOLDMAN: In addition to that, your 
Honor, on the basis of an innocuous act, your Honor 
in 2 “ice which I believe could have carried to the jury 
and on personal impression intimidated or attempted to 
intimidate defense counsel hv suaaestina that for some 
act which I couldn't fathom I might he sent to jail 
by this court. 

THF COURT: You know cood and well whv I 
chastised you about that act, wavina to a juror to aive 
the impression that you were the aood auv in the casc 
and the Court was the bad auy for not excusina that Juror. 
That is the only impression the jurors could have aia, 

 d 
from your wavina to them which vou admitted vou did. 
You waved your hand to that juror as he left the courtroom 
in the presence of the jury and you were less than ton 
foet from the ,urors. 


MR. GOLDMAN: And he was hetween me and the 
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jury and it was not a wave, but the holding up of the 
hand which I do not characterize as a wave. Rut to 
be threatened to be sent to 4a3i © 

THE COURT: I am threatenina you with jail. 


will he in jail. You will find out whether judaes 
run the court or lawyers. If vou want to cross~ 
—E as 


examine those witnesses, it is your time now. 

MR. GOLDMAN: Your Honor, mav we send 
for Mr. Kuh who can only handle this nart of the 
hearing? 

™HIE COURT: No, you ao on with zt. 

MR. GOLDMAN: Your Monor, yesterday von 
excused him and said he could come in on notice, your 
Honor. And it's on paae 15% of vesterday's hearina. 

THE COURT: How lonq would it take him to 
qet here. 

MR. GOLDMAN: The man can harely walk. 

THE COURT: If he can harelv walk, why 
is he coming here? 

MR. GOLDMAN: Recause we have no alternatives, 


your Honor. 
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2 | MR. TIMBERS: I think this is very unfair. 
3 || The understanding I had yesterday and I think that every~ 
OQ. 4 | body hed yesterday was teat Mr. Kuh's office would handle 
5 | it. Mr. Goldman is pointing to a point in the record 
| 
é | where Mr. Kuh said unilaterally: 
7 | "May I be excused and during the mid-morning 
8 | break your Honor’'s office can notify my office and 
9 ! Mr. Goldman will handle the jury selection." 
10 | I think it is improper to put on the Court the 
ll | burden of notifying Mr. Kuh. 
12 | MR. GOLDMAN: We will notify him. We haven't 
13 had a break. 
14 | THE COURT: We'll take one. you notify his 
15 | office. 
l 
16 | MR. GOLDMAN: His office or his home, maybe he 
17 is at home in bed. 
18 | THE COURT: You ao on. 
19 i MR. GOLDMAN: I know nothing about this. 
20 | Will your Honor give us a4 half hour? 
21 THE COURT: I just said that. You said he was 
22 home in bed. 
(~- | 
: 3 MR. GOLDMAN: I'm sorry, your Honor. 
24 1 THE couRT: All right, we'll recess until 
25 tomorrow orning. We will dispense with the hearing on 
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this until Mr. Kuh cen get here, whenever he decides he 


wants to come to court. You go on with your other 


yidence, Mr. Timbers, that statement or whatever it is 


you are trying to introduce later on at trials 


MR. IS IMBERS: 1 should plan to proceed with 


four hours “* evidence tomorrow, your Honor? 
THE COURT: YeS, tomorrow morning we will begin 


We will take up 


SO 


with opening statements with the jury. 


Kuh feels like coming here 


es 


these hearings later when Mr. 


to court. 
———e 


MR. GOLDMAN: Don't these hearinys have to 
precede the trial? 

THE COURT: NO, they do not. 

MR. GOLDMA: Is your ®&iwr-™ 

THE CLERK: Cov t is adjourned until May 19th 
at 9 a.m. 


(Trial adjourned until May 19, 1976, at 


9.00 o'clock a.m.) 
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(In open court - courtroom 2703 - 


at the bench. Present: Mr. Timbers) 


(3:10 p.m.) 
MR. TIMBERS: After we broke from court 


this afternocn I called Dr. Texon up to find out what 


he knew about Mr. Pastor's situation. Pr. Texon hasn't 


had a chance to examine Mr. Pastor, hut he has talked 


to Dr. Kuhn. I understand the situation through 


double hearsay. Dr. Kuhn dees not fina any objective 


proof of heart ~- new heart problems. However, he feels 


that Mr. Pastor should remain in the hospital to be 


evaluated for a period of time. 
Dr. Texon says that he sees no reason why 


he can't conduct this examination of that in Mount 


Sinai today and, therefore, the government would consent 


to Dr. Texon's exam. 1ation takinq place at Mount Sinai. 


THE COURT: All right. 


MR. TIMBERS: I will renort back to the Court 


as soon as I hear from Dr. Texon. 


THE COURT: Ves, aet the report here as 


soon as you can- 


MR. TIMBERS: Verv aood, thank vou. 
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UNITED STATES OF AMERICA, 

vs. 76 Ce. 253 
EDWARD PASTOR and MARTIN WEINER. 

New York, May 19, 1976; 
9.00 o'clock a.m. 

(Trial resumed.) 

(In oper. court, jury not present.) 

THE COURT: Good morning, gentlemen. 

Dr. Texon. 
MEY ER TEXON, being first duly sworn, testi- 


fied as follows: 


THE COURT: Dr. Texon, I asked Mr. Timpers to 
call me last night and give me the essence of your report 
of your examination of Mr. Pastor. At this time I 
ask you to put on the record your report with respect to 
your examination yesterday afternoon of Mr. Pastor. 


THE WITNESS: Thank you, your Honor. 


I examined Mr. Pastor yesterday between 6 and 8 


p.m., approximately, and found him in the Ames Unit at 


Mount Sinai Hospital. That is the coronary care unit. 
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I reviewed the hospital record. In fact, I 
reviewed it in the presence partly with Mr. Leslie Kuhn, 
his personal ohysician at the time. 

I found in the record that he had been brought 
to the emergency room early in the morning and was com- 
plaining of severe chest pain, and in the words of Dr. 
Kuhn, which I quote, "He was admitted because of two 
hours of severe anterior chest and left arm pain unrelieved 
by 20 nitroglycerin tablets.” 

He was transferred to the Ames Unit and was 
treated as a case of myocardial ischemia, angina syndrome, 
and the possibility of a further acute myocardial 
infarction was suspected. 

While in the Ames Unit he was investigated 
by the usual monitering methods, continuous cardiogram, 
blood studies. And the blood studies which were avail 
able when I saw him revealed no evidence of myocardial 
infarction. The details are here, if you wish them. 

The only significant objective finding was 
a change in the precordial jeads in the electrocardiogram 
on imission, specifically some ST depression in leads 4, 
5 2..d 6 of the precordial leads. 

Further electrocardiograms during the day 


revealed reversion of that change to the previous record 
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which was essentially normal. | 
| 
Fe was not febrile -~- | 
THE COURT: He was not what? 
THE WITNESS: Febrile. There was no fever. 
There was no evidence of pulmonary congestion. He was 
not in congested failure. 


The heart rhythm was normal, varied from 60 


to 80 per minute. 


His clinical status was that of a man complaining 
of chest pain periodically, sometimes relieved and sometimes 
not relieved by nitroglycerin. 

At times the pain was sO severe that he wea 
given morphine ir.jection which did relieve the pain, and 
he did receive at least three or possipnly four injections 


from the time of admission to ihe time I left, which was 


close to 8 o'clock p-m. 
My feeling was ~~ and I imparted this impression 
to Dr. Kuhn -- that this man's emotional scatus was such 


that he developed angina, perhaps more severe than on 


previous occasions, ut nevertneless a reversible type 


of angina physiological, nd thit this was a case of 


again transient myocardial iscremia based on the under- 


lying coronary atherosclerosis which we know he has to 


a severe degree. 


SOUTHERN DISTRICT COURT REPORTERS. U.S. COURTHOUSE 
FOLEY SQUARE. NEW YC a. N.Y. — 791-1020 
‘er ee 


. 


> 


>: 


24 


362a 


jws Texon 195 

He was relatively comfortable by the time 
I left. There was no respiratory distress at that 
time. 

My feeling was that from an academic and 
medical standpoint, in view of the possibility that a 
further change may occur, that he should remain where he 
was for et least another 24 hours and that if improvement 
continues, such as had had occurred from morning to evening 
of yesterdiy, he would suffer no great ri-k of further 
infarction by being moved to a facility possibly next to 
the Court on the next day. That would be tomorrow. 

So my final impression 2% of now is that he 
did suffer a transient and reversible episode of coronary 
insufficiency and myocardial ischemia, if you will, based 
on his underlying disease, but that this was transient, 
and although subject to recurrence was not 4 myocardial 
intarction which, of course, would be far more serious, 
and that he should remain where he was, 4S I said before, 


for 24 hours, but possibly be in a position to be removed 


after another 12 -- 24 hours. 
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THE COURT: Thank you, Doctor. 
CROSS EXAMINATION 


BY MR. KUIH: 


Q Doctor, you did learn that Mr. Pastor appeared 
to be suffering from some sort of a hear seizure the 


first thing yesterday morning, did you not? 


A Yes, I did. 

Q Can you tell me how you learned that? 

A From you. You telephoned me. 

Q About 8 or 8.15 in the morning? 

A Yes, that is correct, about 8. 

Q Did I implore, beg, urge you to visit him and 


indicate iat the only way the Judge would know whether 
this was a valid heart seizure or not would be if you 
would see Mr. Pastor? 

MR. TIMBERS: Objection on relevance. 

MR. KUH: Your Honor has revoked Mr. Pastor's 
bail and has issued a warrant. I want the record to be 
clear. Apparentiy your Honor thought there was some sort 
of misconduct on the part of counsel in connection there~- 
with, and I want te record clear, not from my own words, 
but from Dr. Texon that I implored, begged and urged him, 
as soon as I learned of this seizure, to please see Mr. 


Pastor so he coulda inform the Court and us so that Mr. 
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Pastor -- 


THE COURT: What time was this, Mr. Kuh? 

MR. KUH: It was between 8 and 8.15, my first 
call to Dr. Texon, immediately after I heard from Mrs. 
Pastor at about 8. 

THE COURT: What time was Mr. Pastor due in 


court? 

MR. KUH: He was due at 9. It was my inform- 
ation that he got uP and was dressing when this took 
place. Mrs. Pastor called me from the Summit Hotel, 


which is at 51st Street and Lexington Avenue. 


Q Am I correct that I called you between 8 and 
3.157 

A That is correct. 

Q Did you indicate a willingness to go see 


Mr. Pastor? 

MR. TIMBERS: Objection, your Honor. I don't 
think what Mr. Kuh asked Ir. Texon to do has any relevance 
to the issues in this case. The question is what was 
Mr. Pastor's heart condition and did it incapacitate him 
from appearing here in court. 

MR. KUH: I'm eager to get into that. 

I think preliminarily -- 


THE COURT: I think Mr. Timbers is right. 
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Youdon't have any authority to direct Dr. Texon to make 
any examination. Your application should have been made 


to the Court. 


The objection is sustained. 


Q Then, Dr. Texon, I called you 4 second time, 
did I not? 
A Yes, you did. 


MR. TIMBERS: Objection. 

THE COURT: The cross-examination is cut off. 

You may come down. 

MR. KUH: May I now ~~ 

THE COURT: Would you examine the patient 
agai this afternoon at 4.30 and let me know his 


condition? 


MR. KUH: If your Honor please, I would like 
to question him about his testimony. I thought it 
important in light of your Honor's action on his bail 
that I get -- 

THE COURT: Come down, Doctor. 

MR. KUH: I would like to examine the doctor 
on the conclusion that in some fashion Mr. Pastor might be 
able to be moved to a facility near the court, and I 
would like to find out what he knows about the medication 


available, the heart control and monitoring devices which 
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are avilable -- 


THE COURT: You are excused, Doctor. 


MR. KUH: ~~ the care available at that 


facility near the court. 


MR. TIMBERS: I think there are better ways 


to get at that. 
MR. KUH: He has given a conclusion that 


might be in Mr. pastor's health interest. I suggest to 


your Honor I am entitled to find out the foundation of 
I would urge your Honor that. I am OF 


his conclusion. 


should be permitted to ask about some of the conclusions 


he expresses as to Mr. Pastor's health. Your Honor has 


not given us an opportunity to, as far as I know, produce 
evidence that may indicate Dr. Texon's -~ 

THE COURT: We have your report which was 
handed up yesterday by Mr. Goldman. 

MR. KUH: I would like an opportunity to 
produce evidence on that. I certainly would like an 


opportunity to cross-examine Dr. Texon, your Honor, and I 


have been deprived of that opportunity and I would like 
to make an offer of proof, if it please the Court. 


THE COURT: The record is clear, Mr. Kuh -- 


MR. KUH: It is clear to your Honor but not 


to your Honor but not to me. 
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THE COURT: 1 have ruled. 

MR. KUH: I ask that I be permitted to make 
an offer of proof of what I believe I would be abie to 
elicit on cross-examination of Dr. Texon- 

May I make such an ofer? 

Th: COURT: NOo- I said the record was clear 
as of yesterday of what occurred here. 

Do you have that report handed up by Mr. 
Goldman yesterday, Mr. Clerk? 

THE CLERK: No. 

THE COURT: DO you have it, Mr. Goldman? 

MR. GOLDMAN: I have a copy of it. I have 
also a COpy of the Seigel letter. 

THE COURT: Mark the Kuhn letter as 2 report 
to the Court. 

(Court Exhibit No. 1 was marked.) 

MR. TIMBERS: May I state that I haven't 
copies of either of those. You have taken my COPY back, 
Mr. Goldman, and I have never seen the Seigel letter. 

THE COURT: Where is the original? 

Does somebody have the original which was 


handed Up yesterday? 


MR. GOLDMAN: This was givei: to the Court 


yesterday. 
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MR. KUH: I wonder if the record might reflect 


as to the Dr. Seigel report which our office received in 


the mail Monday, May 17, I had indicated in colloquy 


with the Court on last Thursday, May 13, I believe, . at 


we thought it extremely likely ~~ 
THE COURT: Mr. tun =< 
MR. KUH: I'm sorry- 


‘HE COURT: You say that tne Seigel letter 


was received in my of fice? 


MR. KUH: NO, received in our office, my law 
office, on Monday. 

THE COURT: Let's straighten the record. 

You said my office. 

MR. KUH: I said my office and it was my 
office. 

If your Honor please, I stacted to indicate 
that on Thursday ~~ I believe thac was May 13 -- 1 
indicated to the Court a likelihood that if given the 
opportunity we would call one or more physicians, . 
cardiologists froia Philadelpria who had long range 
familiarity with Mr. Pastor's illness. The Seigel 
letter is in connection therewith. 


Dr. Siegel did examine Mr. Pastor Thursday 


morning, May 13. 
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THE COURT: 1! went over that yesterday with 
Mr. Goldman. I told him I had already ruled on the 


matter as of that time and I wasn't going to rule on it 


again. I set forth an opinion. That report was not 
before me. I‘'n not receiving any evidence on that 
hearing after the hearing has occurred. I have already 


—_—_—_—_——_———__-_ 


t I have had a sufficient hearing 


ruled in this case tha 


nt of Mr. Pastor's heart condition 


and I am not going to hear it again. 
TR a ee eS en ecmeeall 


Now the record is clear and you don't have 


to keep arguing with me about it. I have said that I 
will not hear it. I have received the doctors" ports 
and that is all I'm required to do. That is my view 


of che law ane I am not going to hear it. 
THE COURT: You are excused, Doctor. 


(Witness excused.) 
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MR. KUH: In light of the evidence that your 
Honor Honor took this morning it should be clear that 
I have an offer of proof which your Honor is not permitting 
me to make. 

THE COURT: That is right. Yor offer is 
clear. we heard your offer of proof yesterday and we 
have an indication now that you called Dr. Texon and he 
didn't go and he properly should not have yone. you have 
no authority to ask a doctor to go to the hospital for 


the Court and submit a report unless the Court orders it. 


MR. KUH: TI triei to reach your Hor or's 
chambers. I did not ask Dr. Texon to go to the 
hospital. I told Dr. Texon what 1 had learned from 


Mrs. Pastor a few minutes earlier by phone. 


THE COURT: And he is not Mr. Pastor's doctor. 


He has a zight to refuse. 
MR. KUH: bo question that he has the right, 
no question, and I'm not urging that. What I do ask, 


your lHlonor, and what i ask is to be heard vpon is that 


your Honor vacate the warrant and restore Mr. Pastor's 


beil condition, and I urge it on this factual basis and é 


- 


-— 


would like to give your Honor the facts. 


ee 


THE COURT: All right. 


MR. KUH: I got 4 call at 8 a.m. that woke me 
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yesterday morning in the village. I don't have far 
to travel either to work or here but because of my 
illness I was not going either place in the morning. 
I was awakened at 8 a.m. by a call from Mrs. Pastor whom 
I have generally found a highly controlled, unemotional 
woman, who was in tears and said that while he was dress~ 
ing cr shaving, I can't remember which, it came so 
quickly, but while he was getting ready for court ~~ he 
seemed fine when he got up, but he suddenly had severe 
pains, had tuken ‘targe numbers of pills. She had 
administered oxygen and had him lying down but propped 
up so that he could breathe and she was scared as to 
what he was going through. 

I immediately called Dr. Texon, as has been 
indicated, and told him what I heard and indicated that 
I had the impression from my familiarity with this 
case that the only one whom the Court would believe would 
be Dr. Texon; that I didn't try to direct him but I 
asked him whether he would be good enough to go over, and 
he stated that he could not. 

I looked in the Manhattan phone directory for 
your Honor's chambers and called that number two Or three 
times between -- I was acting quickly and I wasn't keeping 


a log, but between @.15 and 8.40, and got no answer. 
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THE COURT: 1 don't,know why you expected me 
to be in chambers at 8.15. 

MR. KUH: I did not, and I obviously am not 
criticizing, but I did all that I could so that your Honor 
would have 4 report by 9 and would recognize that there 
was no effort to frustrate the Court. I did not have 
your Honor's phone number or Mr. Timbers’ home phone 
nu. 2x and I know Mr. Timbers lives in Connecticut and 


also assumed that he was on his way, in any event, but I 


did not have his home phone number. 


I then tried to get Dr. Kuhn. Dr. Kuhn wis 
apparently in transit. I couldn't get him. I then 
called my brother, who is an internist. + ax... -* tor 
the names of a heart man. My brother gave me '...€ names 


of two heart specialists, each of whom treated my mother 
less than a year ago for a heart attack. I called 
b.. Uy and told him the story- He said he couldn't 
visit him at the time. I was afraid from the story I 
got that Mr. Pastor was in danger. I called the echer 
doctor and was told by his secretary that he was on his 
way in from Jersey and she didn't know when he would be 
available. 

I then called Dr. Texon a second time and I 


said: Please, in the interests of this patient's health, 
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apart from the whole court proceeding, would he go bY, 
and he said he could not and would not. 

I finally -- I had been calling Dr. Kuhn 
intermittently and got him. I guess it was probably 
about 20 of 9, a quarter of 9 that he had gotten in. 

He said he would call Mrs. Pastor and would call Dr. 
Texon. This was all before 9. I said would he please 
mall me back thereafter, which he did. 

When he called back it was 2 little after 9- 
He said after talking with Dr- Texon and with Mrs. Pastor 
and in the light of the unrelieved angina, despite a 
large number of nitroglycerin pills, oxygen and so forth, 
it appeared to him that there was possibly 4 dangerous 
cardiological episode and after his conversation with 
Dr. Texon it was agreed that Mr. Pastor was to go to 
Mount Sinai Hospital where Dr. suhn would examine him and 
make the arrangement for Dr. Texon to see him subject to 
the Court's and the prosecutor's and everyone else's 
convenience, and that he hea directed Mrs. Pastor to have 
Mr. Pastor at the hospital emergency entrance as soon 
as possibile, and that was done. Apparently Mr. Pastor 
got there some time after 9 and was seen by Dr. Kuhn at 


10. 


I then arranged with my paralegal at my office 
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to go up ana see Dr. Kuhn because I knew your Honor would 
want an affidavit and fortunately this peralegal is a 
notary, so that he got from Dr. Kuhn, after he had examined 
Mrs. Pastor, such an affidavit and I'm told it got to | 
your Honor some time between 11.30 rnd 12 yesterday 
morning. 

pr. Kuhn this morning, although 1 haven't had 
an opportunity to cross-examine him, has indicated there 
was an episode and has indicated that apart from yesterday 
in his considered opinion Mr. pastor should remain 
hospitalized where he is at least through today subject 
to the later examination that your Honor is ordering. 

I ask in light of those facts, I urge upon 
your Honor that it is erystal clear that what took place 


yesterday was beyond the control of anyone and I state this 


as a member of the bar whose credibility ~~ I won't pay 
tribute to myself, but as a member of the bar -~ let it go 
at that -- that I had not the thinnest idea that any 


such episode would take place. 

I saw Mr. Pastor lace Monday and I will state 
this, your Honor, that as of late Monday to my lay eye 
Mr. Pastore seemed stronger than I have seen him before 
and I fully anticipeated he would meet Mr. Goldman here 


in court at 9 a.m. Tuesday for ‘ne picking of the jury 
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2 and was shocked and dismayed by Mrs. Pastor's ~ tat | 


~~ 


3 | 8 a.m. 


I urge upon your Honor in light of Dr. Texon's 


this week then back home over the weekend to see nis nine- 


he 5 ‘ | 
5 | conclusion, which your Honor has, and in light of the 
6 narrative that I have just made known, and I'm certainly | 
7 ready to be cross-examined on it by Mr.- Timbers, that | 
8 | there was nothing wilful about Mr. pastor's fasiure to | 
9 | appear in court yesterday. He had travled up “rom 
10 Philadelphia on Sunday and planned to be in tuis city all 


year old and then back again next wee’. 


12 | 
13 | I urge your Honor to vacate your order issuing 
Ss 14 | a warrant Or asking that 4 warrant be ‘ssued vacating 

15 | the bail condition, that you restore? Mr. Pastor to bail 
16 and we proceed as we ‘au heen prior to your Honor's 
7 || order of yesterday and the mershals, incidentally, whom 
18 | I'm told are at Mount Sinai Hospital guarding the door 
19 | therefore be relieved. | 
» | You have my word as an officer of this Court 
21 that Mr. Pastor will remain at Mount Sinai subject to 

. 22 this Court's order and will not be going anywhere. 

ws 23 | MR. TIMBERS: May I be heard, your Honor? | 

2A THE COURT: Yes. 

, 25 | MR. TIMBERS: I believe that the letter that 
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pr. Kuhn has written to the court dated May 18 and Dr. 


Texon's testimony today both confirm your Honor's belief 


thac there was nothing serious, nothing difterent wrong 


with Mr. Pastor. Mr. Pastor does have 4 


He dces suffer anginal pairs from time to time. What he 


had yesterday was just another anginal pain. Both 


doctors confirm that fact and therefore the Court's 


order in directing that he be brought down here immedi- 


ately was conpletely correct and the proper thing to. do- 

The Government believes, therefore, that 
the proper procedure to foilow now that examinations have 
been conducted, and if Dr- Texon should find that the 
improvement is as expected this afternoon, that Mr. 
Pastor should be brought down to a place that is close to 
the Court House so that he can participate in these 


proceedings with as little inconvenience to him as 


possible. There is 4 medical facility at the Metro- 


politan correctional Center. 


The Government submits that Mr. Pas*or shovid 


be placed in that medical facility. which is close to the 


courtroom. The Gevernment will make every arrangement 


possible to make sure that Mr. Pastor has access to see 
his wife; that his doctor has access to him, and the 


Government would be glad to make arrangements, if the 


SOUTHERN DISTRICT COURT REPORTERS. U.S. COURTHOUSE 
Os . 91-1020 
v 


heart condition. 


| 
| 


377a : 


mcs 
court snould direct, that Dr. Texon examine Mr. Pastor 
periodically to determine that he is healthy and able to 
continue with the trial. | | 
The Metropolitan correctional Center is just ! 
across the Brooklyn Bridge from the Beekman Hospital. 
If Mr. Pastor should have any difficulty -- | 
THE COURT: Across the bridge? 
MR. TIMBERS: The Beekman Hospital is not on 
the ocher side ot the river but across wre bridge, that | 
is, the entrance to the Brooklyn Bridge is between the 
Court House and the Beekman Hosp? “al. 


THE COURT: you indicated it was on the other 


side of the bridge. It is on the same side. 
MR. TIMBERS: I meant to say that the Beekman 
use and Mr. Pastor 


Hospital is very close to the Court HO 


would probably be closer to 4 hospital if he were in the 


mcc than he would be in any place else in New york City 


outside of 4 hospital itself. 


Such an arrangement would make it possible 
for Mr. Pastor to return to his quarters immediately 
should there be a long break in the trial proceedings and 
jt would make it easy for him to get t° court. it 
wouldn't be necessary to make arrangements to bring him 


down from midtown. 
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Since the evidence is that he has voluntarily 
absented himself from the proceedings, the Government | 
believes that the Court | -s the power to direct that his 


bail be vacated and that he be brought down to the 


> uo 
——— 
—$—————— 


Metropolitan Co .ectional Center to insure his presence | 

7 

at the court's p,vceedings. | 
So, for the reason I have indicated, 1 believe | 

that the best interests of Mr. Pactore's health and the 


10 | _ ;' ; 
expeditious movement of this trial would be best served 


an | by bringil., Mr. Pastor to the Metropolitan correctional 
| 

_ | Center. 
" | THE COURT: Do you want to reply, Mr. Kuh, 
" | before I rule on your motion? 
™ . MR. KUH: TI do deeply. That is a new one, 
= | i guess foreshadowed by Mr. Timbers‘ witness, Dr. Texon- 
- First, Mr- Timbers said that this was simply 
= | some new heart pains. pr. Kuhn's report and now we 
a have no cOpy pecause we gave our original to the Cout 
- yesterday and our COPpy today -~ 
” MR. TIMBERS: Here it is, Mr. Kuh. 

: - “iR. KUH: DYr- Kuhn's report states ~~ Mr. 
” Timbers has just given 4¢ to me <* the third paragraph 
” states: 
25 | "In ades tion" -~ we are not talking about 
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2 the subjective but objective evidence ~~ "there : 
3 were ST segment depressions in leads V-4 through 
; 
4 } v-6 suggesting acute myocardial ischemia. ! 
3 These changes were not present in his last previous 


record." 
that has been | 


THE COURT: For the record, 


7 
8 | marked Court Exhibit 1 as of May 19. , 
9 MR. KUH: Thank you, your Honor. 
10 pr. Texon in the brief testimony we heard from 
il him this morning repeated that these were new objective 
12 findings that he said la* -r ~~ where they were in 
13 || reversion later in e day they did exist, they were 
14 there. This wasn't simply a man experiencing pain. 
15 parenthetically, I would make it a subject of 
16 con, cut that it is easy for Mr. Timbers to Say it is 
W7 only 2 little pain. In the lasc three months I have 
18 gone through pain including 4 treatment yesterday that 
19 was as painful as anything 1 have ever had in my life, and 
| 
20 I do not wish such pain on the worst enemy man could have 
21 in the world, and to have 2n Edward Pastor, who routinely 
22 ove: ten years has gotter. used to anginas and has gotten | 
23 relief from nitroglycerin and now relief from nitro oint- 
2A | ment, to have been going through such pain that 20 nitro- 
25 | glycerin tablets and nitro gives no relief, @& the doctors 
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at the Ames Unit at Mount Sinai find and I thi 


213 


nk Dr. 


Texon's testimony that three or four morphine injections 


were required and given for his pain -~ that is more 


than simply something that is in one's mind. 


there are new objective findings and there was 


a pain of such depth that it was disabling. 


I suggest 


clearly 


But let me get on to the new portion that 


rather shocks me, and this is nothing to jok 


Honor, but I -- 


e about, your 


THE COURT: Mr. Kuh, you have five minutes in 


which te complete this. 


(Continued on next page-) 
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MR. KUH: Your Honor, lI suggest that we see 
Mr. Yimbers' crocodile tears when he suggests it is in 
some way to Mr Pastor's interest to be at the Metropolitan 
Correction Center. I suggest to your Honor it should 
be clear that Mr. Pastor's wife has sen his heart 
condition for some ten years, she herself has pharmaceuticé 
training, she watches him, she has seen him like a hawk. 
She is sensitive to his pain. She sees that he takes 
his medication, which is multiple, routinely, and then 
special -- for special pain. 

She rubs the nitro ointment on his chest. 
She is aware of virtually his every breath. There is 
nobody at the Metropolitan Correction Center that will 
give that attention. 

Secondly, Dr. Texon on February 17th testified 
to the impact on hear conditions and on angina pains 
and on ischemia and on possible infarction of tension, 
and I think even Mr. Timbers would have to agree that a 
person who is used to a life of freedom with his wife 
and his son once finding himself in prison is not thereby 
going to be relieved of tension. It obviously will 
aggravate and the mere prison environment will create 


tension that will be provocative -~ 


THE COURT: Do you want him to stay in Mount 
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Sinai throughout the trial? 

MR. KUH: Either in Mount Sinai when needed 
or at the Summit Hotel with his wife's aid, your Honor. 

THE COURT: No, he can either stay at the 
Metropolitan Center or Mount Sinai. 

MR. KUH: If Mount Sinai will keep him, then 
I would say unequivocally Mount Sinai. 

THE COURT: If he wants to be in the hospital, 
that is his choice, but otherwise it is going to be 
the Metropolitan Center where Mr. Timbers says there is 
a medical facility. It is a brand new facility, as you 
well know, one of the newest and finest aetention centers 
in the United States, and it has 4 medical facility 
and the hospital is less than two blocks away -~ 

MR. KUH: Your Honor ~~ 

THE COURT: -- from downtown, and he will stay 
there. 


Now, if he wants to stay at his expense in 
eee 


—7~-—- 


Mount Sinai Hospital, he can do that, under guard, but 


otherwise he is going to be -- if the doctor agrees this 
ee 
aftezn* 1 -- brought down here and kept in the medical 


center until this trial is over. 
MR. KUH: Well -- 


THE COURT: It is my view that he ought to go 
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ahead with this trial and get it over with, Mr. Kuh, 


instead -~ 
MR. KUH: No one quarrels with that. 
THE COURT: Please don’t interrupt me. 
MR. KUH: I am sorry, your Honor. I apologize. | 
THE COURT: It is my view he should go ahead 
and get this trial over with Kuh, instead of dragging 


it out and subjecting himself to this kind of tension 


which you insist brings on pail :- 
Now, that is my view of it. The application 
———— 
to reinstate bail is denied and he is going to be brought 
down here where he can be brought to court immec »*ely 


each morning instead of coming down from wherever it is 


he is staying, unless he wants to stay in Mount Sinai 


SS 


Hospital at his own expense: 


MR. KUH: All right, if your Honor has given 
us that choice, at least to be present, until I can 
exp’.ore it with my client and Dr. Kuhn, he will stay at 
Mount Sinai Hospital. 

I wovld urge upon your Honor that your Honor 
may know -~ I don't know -~ and I say “may knew" in all 
ceriousness ~~ I am not being skeptical -~- whether the 
Metropolitan Correctional Center has heart monitoring 


equipment, whether it has a nurse watching this particular 
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patient 24 hours a day- 


THE COURT: He has that at Mount Sinai? 


MR. KUII: At Movat Sinai he does. 


THE COURT: He has a nurse 24 hours 4a day? 


MR. KU: My understanding is that the 


coronary unit has a group of nurses watching 4 small group 


of patients, and my understanding is the ratio is better 


than one rirse to one patient. That is my understanding. 


And, apart from that -- 


¢HE COURT: Mr. Kuh, 1 have ruled on your 


motice™. It is denied. 
MR. KUH: All right. Then -- 
THE COURT: And this afternoon, if the doctor 


says he is al” right, 4s expected, he is going to be 


brought down to the Metropolitan Center, unless you made 


arrangements for him -o° : vy in the hospi*al. 
MR. KUH: 1 will make those arrangements. 


THE COURT: For the auration of this trial. 


Now we are going to move on. 


MR. KUH: If your Honor please -~ 


MR. TIMBERS: If your Honor please, ray I make 


a practical suggestion in connection with the location 


of Mr. Pastor at the trial? 


The Beekman Hospital is very near to the Court 
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House. I would suggest to both the Court and Mr. Kuh 
that they consider, if Mr. Pastor is going to stey in 
a hospital, putting him into Beekman Downtown Hospital 
where he is very close to the courtroom. It would not 


involve the same long trip as it would down from Mount 


Sinai. 
I only make that as 2 suggestion in order to 
facilitate the conduct of the trial. 


‘MR. KUH: If your Honor please, there isn't 
an iota of testimony that Mr. Pastor had any trouble 
in any of his four trips to New York in connection with 


this case as far as travel, OF any of his taxi trips down 


here. 


THE COURT: Mr.- Kah, + ruled on it. I am not 


going to hear any more. You can take Mr. Timbers ' 


suggestion if you like. 
MR. KUH: 1 would simply urge, your Honor, 


that we have some report on the record as foundation for 


your Honor's ruling as to what coronary ccre equipment 
g 


exists at the Metropolitan Correctional Center. SO far, 


to the best of my knowledge, absolutely none, absolutely 


none. 
MR. TIMEERS: Your Honor, I can provide some 


information on this just for Mr. Kuh's assistance in 
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2 in deciding where to place his patient. | 
3 The Metropolitan Correctional Center has 2 | 
<7 4 working arrangement with the Beekman Downtown Hospital 
5 and with Bellevue Hospital. They have, in addition, | 
6 their own medical facilities. | 
7 However, if Mr. Kuh should desire to place | 
8 Mr. Pastor in the Beekman Downtown Hospital, the marshals | 4 
9 would pick Mr. Pastor up every day and bring him the short 
i0 | distance to the court under 4 workir arrangement that 
ll the Metropolitan Correctional Center has with the Marshal's 
| 
12 | office and the Beekman Downtown Hospital. 
13 MR. KUH: 1 respectfully urge, your Honor -- 
14 THE COURT: All right, you have that for your 
15 || information, Mr. Kuh. | 
16 | MR. KUH: I respectfully -- | 
2 17 HE COURT: Now, I am going to bring in the | 
18 |} jury and let them go home until tomorrow morning at | 


| 
19 | 9 o'clock. | 
20 | (Jury present.) 


21 THE COURT: All right. 
22 | yo all the jurors have their proper seats now? | 
: 23 Where are the alternate jurors? Are they 
2A | sitting at the end? : 
25 | THE CLERK: Alternate Juror No. 1 is in the | 


| | 
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first seat in the first row over there. 


Alternate Juror No. 2 is in the back -- 1 and 2. 


THE COURT: Suppose we just call the roll on 
the jurors and make sure they are in the right seats. 

(Jury rol call.) 

THE COURT: All right. 

Ladies and gentlemen, I am sorry for the delay 
in getting started this morning, but it now appears that 
we are not going to be able to proceed with the receipt 
of testimony today. We are going to have to recess 
with respect to the jury until 2 o'clock tomorrow 
morning. 

Now, with respect to that, I want to give 
you a further instruction, and that is that during the 
course of the trial there are apt to be other times when 
we have delays like this and the reason for it is that I 
have legal matters to discuss with the lawyers out of your 
presence and it cannot be avoided and you will have to be 
sitting in the jury room. 

In further connection with that, I would like 
to point out that you will have to be patient. As you 
probably realize, patients is an important virtue in 
seeing that justice is done in any case. We cannot 


avoid the delay* which occur during the course of any 
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2 | trial because we do have to discuss the legal matters | 

$: 7 out of the presence of the jury- That is 4 requirement. | 
ww 4 |i That is what we have been doing this morning. 

5 And it now appears that we will not be able 

6 to proceed with the actual receipt of testimony. So | 

7 rather than let you sit here the rest of the morning, We 

8 | ar coing to excuse you now until 9 o'clock tomorrow 

9 | morning. ) 

10 | I want to caution you further, as I did 

11 . yesterday, that you are not to discuss the case among 

12 yourselves or with anyone else until you have finally 

| 

13 retired to the jury room to deliberate. 

14 | All right. you are excused now until 

15 | 9 o'clock tomorrow morning- 

16 | Everyone in the courtroom remain seated until 

17 | the jurors have left. 

| | 

18 (The jury left the courtroom. ) | 

19 | THE COURT: Mr. Timbers, during the course 

20 of the trial do you anticipate any need for that black- | 

21 board? | 
. 22 MR. TIMBERS: Your Honor, I was thinking about | 
el 23 using it in connection with my opening statement. | 

2A THE COURT: Well, all right. I was trying | 

25 to make more room in that aisle. 
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MR. TIMBERS: 1 would be glad to have it | 
placed in another room while I am not using it. 

THE CLERK: I can put it in the back of the 
courtroom, your Honor, which is behind one of the benches. 

THE COURT: All right. In that way we can 
move these cov isel tables a little to my left so that we 
can have the lawyers in the case as far removed from the 
jury as possible so that during the course of their 
off the record conversations the jurors are not apt to 
overhear it. 

Now, gentlemen, aS you see, this is a small 
courtroom and you are very near to the jury- You have a 
right to confer, but you do not have a right to confer 
in such a manner that it will be overheard by the jurors. 


So keep your voices down during your conferences in this 


small courtroom. 


There is not to be any extrajudicial communica~ 


tion with the jurcrs such as we had yesterday in this 


case. So please bear that in mind. 
All right. 
Now, dado we have some other matters? Are we 


ready to proceed with the hearing that we commenced the 


other day, Mr. Kuh? 


MR. GOLDMAN: Your Honor, may I be yeard for 
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a moment? 


THE COURT: Yes. | 
MR. GOLDMAN: Your Honor, so we do not have a 


hassle tomorrow occurring let me know now. I certainly 


will oppose 2a blackboard on opening statement, the use 
of a tangible visible aid prior to the time of offering 
evidence is highly irregular and improper and I do not want | 
to make an issue of it tomorrow. 
THE COURT: Mr. Timbers. 
MR. TIMBERS: I do not intend to use 4 chart 
or other piece of evidence that is prepared, but as I 
stated, during my opening I intend to use a piece of 
chalk to make an appropriate mark on the blackboard. 
This is a standard procedure that is frequently used in 
this court. 
I do recognize that it would be improper for 
me to come in here with a prepared chart that would 
demonstrate my case when there was no evidentiary basis 
for that, but after I have said something to the jury I 
believe that it is proper for me to make a mark on the 
blackboard that records the statement I made to the jury- 
THE COURT: I don't understand. You have 


to be more specific. You are going to have something 


written on the board which you will then check off? 
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MR. TIMBERS: No, no. When I start my 
opening statement the blackboard will be blank. As the 
opening statement progresses I will write words, diagrams, 
what-have-you, on the blackboard. 

THE COURT: I see. 

MR. TIMBERS: I have done this in several 
opening statements, your Honor, without any objection. 

In the United States versus Sperling before 
Judge Bonsal both the Government and the defendants used 
the blackboard. I believe there are several other cases 
that don't come to my mind right now where I have used a 
blackboard on the opening statement. 

THE COURT: Well, you are going to write down 
the names of the drugs, for example, which are unfamiliar 
terms, is that it, that kind of thing? 

MR. TIMBERS: Yes. 

THE COURT: All right. If it is limited to 
that, to wriging the name or the names of the two drugs 
involved here, which would be unfamiliar to the jurors, 
that limited demonstration in the opening statement will 
be permitted, but nothing beyond that. 

MR. TIMBERS: Just to make it clear, that is 


the sort of thing: I intend to do. I would probably also 


indicate the names of the companies and things that are 
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unfamiliar to the jury. 

THE COURT: I think i gave them the names of 
the companies in the voir dire yesterday so you don't 
have to write that; just the names of the drugs, SO when 
they hear it they can understand what the word is. 

Perhaps if they see it written out, that would help. 

MR. TIMBERS: I am considering explaining to 
the jury how certain of the transactions in this case 
operate, and I thought that I would, after I had explained 
that Mr. Pastor, for instance, placed the order, I would 
write Mr. Pastor's name down. And then after I 
explained that he placed the order with Wingate, I would 
write Wingate down and. << 

THE COURT: Well, that is going too far, + 
think. As the defense counsel point out, the purpose 
of the opening statement is to give the jurors a kind 
of bird's-eye view of what you expect to prove. That 
sounds to me like what you would do in closing argument 
based on the evidence already adduced at trial. 

MR. TIMBERS: Il will be glad to abide by your 
Honor's ruling. It is a very simple thing and I don't 
think there is any dispute that Mr. Fernald and Mr. Pastor 
and Mr. Weiner placed their orders with Wingate, which 


in turn placed the orders with Garden Laboratories, and 
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also the defendants placed osiesrs with -- 

THE COURT: I sew “¢sense counsel getting up. 
There is not going to be any stij ulation I gather here. 
So I suggest to you you just take your time and make an 
opening statement to the jury without going into too much 
detail on the blackboard other than putting on the black- 
board the names of these two drugs which are obviousiy 
unfamiliar to laymen in the spellings and pronunciation. 
If they see it on the blackboard they will be able to 
hear it better when said during the course of the trial 
because I gather there would be constant reference to that, 
or any other vnfamiliar term can be put on the board. 
However, no company's name here is so unfamiliar that the 
jury couldn't grasp it when hearing it. 


MR. TIMBERS: I will be glad to abide by the 


. 


Court's ruling. 

MR. KUH: May it please the Court, before we 
proceed further I have an oral motion to make. 

I move that the charges in the indictment 
against defendant Edward Pastor be dismissed at this time 
because of the deprivation of his constitutional right 
age -nst cruel and unusual punishment. And I suggest to 
your Honor that your lionor now, in advance of trial, and 


for no reason whatsocver, because he has appeared whenever 
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2 | physically able, by saying he must either go to a 
3 | correctional facility or remain in a hospital is punishing 
rd 4 | him for his illness. That is contrary to the Robinson 
5 case decided by the U. S. Supreme Court. It constitutes 
6 cruel and unusual punishment. It deprives him of his 
7 | constitutional rights under our bill of rights. 
8 | I suggest with great respect to the Court fh is | 
: being arbitrary, there being no possible showing that | 
10 |) Mr. Pastor's tension, which is the provocative cause, 


ll | provocative item in his heart seizures will be eased if 
12 | he is in a correctional facility as opposed to the status 
| 
1} | 
|| , , P : : 
13 | when he is with his wife who, with her pharmaceutical | 
I 
14 | training, with her knowledge of them, with the fact that 
| | 
1S | she’ has been administering to him for some ten years | 
H 
| 
16 || would clearly give better care. 
\ 
| , 
17 And I therefore respectfully suggest to go | 
| | 
I 
18 |, ahead with your Honor's plan that he be either in a 
19 correctional facility or ina hospital at expense to himself 
i 
| 
20 | while he remains hospitalized I suggest constitutes cruel 
| 
I oe 
| and unusual punishment and I ask that the indictment be 
22 || dismissed or that your llonor reconsider your position, | 
( 
23 || particularly in the light of the Robinson case which 
aA | indicates the impropricty, indeed the unconstitutione lity 
ee C— 
25 of punishing for illness, which is what -- in Robinson | 
| 
| 
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2 | it was at least during the trial. Here it is in advance 
3 | of trial and it is punishing him for a serious heart 
L 4 condition, acknowledged by the Government‘s expert 

’ 5 Dr. Meyer Texon. | 
6 | THE COURT: The motion is denied. | 

‘ 7 | The defendant's bail is revoked for failing to | 
8 appear when required to appear yesterday morning. | 
9 MR. KUH: If your Honor please, I think the | 
10 ! reasons have been fully gone over ana I think your Honor 
11 | is arbitrary and capricious. | 
12 THE COURT: You don't have a right to comment | 
13 | on my ruling after I make it, Mr. Kuh. | 
14 | MR. KUH: <Y£ your Honor please ~~ 
15 " THE COURT: You said there were some discovery 
16 | matters not completed and we will take those up. If 
7 you are ready we will proceed with me hearing. If not, 
18 we will adjourn to tomorrow morning at 9 o'clock. | 
19 H MR. KUH: Before we proceed with the hearing, 
20 | there are incomplete discovery matters started on Monday | 
21 pursuant to your Honor's direction in the presence of the | 

22 defendant. | 
23 I believe we did except yesterday, your Honor, 
2A | to the jury selection in the absence of the defendant 
phat tate A EET 

25) | and I certainly will except to proceeding with the Miranda | 
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2 hearing which does require his presence. 
f 3 | MR. TIMBERS: May I say on that point, your 
< 4 | Honor, that yesterday morning Mr. Kuh was in constnt 
5 contact with Mr. Fiske of our office and Mr. Abr’ mowitz, 
6 . the head of the Criminal Division, and during tl.ose | 
l 
7 conversations Mr. Kuh indicated that his client would be 
! 
3 willing to waive his presence at the jury selection. 
9 | THE COURT: Yes- 
| 
10 | MR. KUH: Not true, absolutely false. 
11 MR. GOLDMAN: your Honor, I confirm it's 100 
12 | per cent untrue. | 
13 MR. KUII: I ask for a hearing and I ask that | 
14 \ Mr. Fiske come down. 
15 | THE COURT: First of all, you are going to | 
16 | have to elect between yourself and Mr. Goldman which one 
17 | of you is going to try this case. 
18 MR. KUH: Mr- Goldman is going to try it. | 
19 THE COURT: The reporter cannot get it when 
20 | two lawyers jump up at the same time as you and Mr. Goldman | 
21 did and cut across Mr. Timbers. 
i 
22 Which one is going to try the case? 
| 23 | MR. KUL We made clear on Thursday at the 
24 pretrial hearings that I could not continue. Mr. Goldman 
25 | will try it. 
| 
\ 
} 


} 
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‘ | MR. GOLDMAN: I have one motion to make with | 
. 3 regard to the trial itself. | 
j 1} 
- 4 | THE COURT: Let us finish with this matter. | 
} 
5 Mr. Kuh, the record will disclose that last 
6 Thursday you were ready to waive Mr. Pastor's presence | 
7 | with respect to the pretrial hearings. 
1] 
| MR. KUH: Not true, your Honor. 
9 | wie COURT: Which I denied and ordered him to 
10 | appear Monuay morning, which he then did. Isn't that so? 
| 
ul MR. KUH: No. The record will disclose I \ 
12 | said I would waive his presence at the hearing at which \ 
13 | \ 


Mr. Timbers was to testify on the grand jury because he 


14 ; 
y would have no knowledge and couldn't help in any fashion. 
5 | —e , : 
5 And on that I indicated in the interests of moving ahead 
| 
| | 
a 6 | and saving him coming to New York any sooner than needed I ) 
- would waive his presence at the Wade hearing at which ' 
\ 
18 his contribution would be minimal. 
Il ‘ . * \ 
19 i I indicated I would need his presence at the 
20 I Miranda hearing, and so it was my request to your Honor 
i} | 
al on Thursday that you first have the so-called Timbers 
1} | 
2 | 
( grand jury hearing, next the Wade hearing and last the 
1| | 
23 || P : ; " ; , ‘ ; 
Miranda hearing. We are now in the midst of the Mir da 
| —————_————— 
i} ‘ 
a | hearing and I do need his presence at the Miranda hearing. 
25 || 
THE COURT: All right. We will postpone that 
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| 398a | 
| 
| 


$ | We don't have to dispose of that marter before the trial. 
| 
4 } MR. KU: I wonder if your Honor would out of 
| 


courtesy ~~ and that is the only basis for asking this, 


€ 
5 wy own illness which makes it impossit -e for me to continue 
7 the trial -- would schedule the continuation of the 
8 Miranda hearing and the Wade hearing for 4 certain date 
9 so that I don't have to come down here each day and sit 
iD for four hours of the trial which because my health 1s 
ll } such I cannot do. That is my reason for getting out of 
12 the trial, your Honor. 
13 | THE COURT: Well, we will let you know as 
4 | soon as we can when the hearing will continue. 
15 MR. KUH: Then I gather yesterday something 
16 was said about my convenience, your llonor, and my conve~ 
| 
17 nience has nothing to do with it. I understood on 
| 
18 Monday that I was not to be here yesterday unless your 
1S Honor during 2 recess e'rected it. I will not be here 
20 until your Honor indicates to Mr. Goldman that you are 
21 going ahead with e Miranda hearing and then we will have 
22 the Wade hearing. 
| 
| 
3 | Am I correct in that understanding? 
24 TI mean no discourtesy to the Court. If the 
25 Court tells me to show some place, reaardless of my health | 
| . 
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I will be there. But, on the other hand, I ask out of 
simple courtesy for the condition I am suffering from 
that your. Honor not have me here needlessly. 

THE COURT: Well, yesterday when we tried to 
find you Mr. Goldman, as the record will disclose, said 
he didn't know where you were. He didn't «now whether 
you were home sick or at your office and he said he would 
try to find you. 

MR. KUH: Yestereay I was -- sorry. 


THE COURT: The record will disclose that is 


what he caid. Now, you have a transcript of the record. 
Read it. That is what he said when we recessed at 
1230. In fact, it was 12.10 as we took 20 minutes to 


argue about it, about whether we would go ahead with the 
hearing. He claimed he couldn't go ahead, that only 


you could go ahead, and he didn't know where you were. | 
MR. KUH: I think one of the problems is that | 


Mr. Goldman has come late to this. 


THE COURT: Mr. Cooper was there and he could 


have gone ahead with it. 


MR. KUH: Mr. Cooper had called me at one point 


during the early morning afte your Honor had ordered the 


marshals out for Mr. Pastor and I told Mr. Cooper that 


I would stay home urtil one o'clock and then leave at 


SOUTHERN DISTKICT COURT REPORTERS, U.S. COURTHOUSE 


resory rrape apa YRS x toy epae 


19 


21 


=e 


AOfa 
jws 233 
one o'clock for the office. 

THE COURT: He didn't convey that information 
to Mr. Goldman. 

MR. KUH: I assume yesterday was a busy day ~~ 

THE COURT: And he was going in and out of the 
courtroom yesterday morning making telephone calls all 
morning. 

MR. KUH: May I understand, your Honor, that I 
am not to be here until your Honor indicates to counsel 
the previous day that I am not to be here? 

THE COURT: Yes. 

MR. KUH: Thank you. 

THE COURT: If we have a lull in the trial we 
witl take it up before the evidence is actually introduced, 
but we will go on with the trial per se. 

Do you expect to put in the Wade problem early 


in the trial? 


MR. TIMBERS: Your Honor, it would be in the 


last part of the triai. Similarly, Mr. Pastor confessions 


do not come until the end. I will not make mention of 

either in my opening statement. I will simply tell the 

jjry there is other evidence, but will not describe it. 
MR. KUH: If your Honor please -~ socry. 


THE COURT: YOu don't even have to make that 
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reference. 
MR. TIMBERS: That will refer to other 


indefinite evidence. | 


| 
THE COURT: I told you at the beginning you are 
not putting on your case. You are only giving them a | 
view of what you intend to prove. you don't have to | 
make reference to any particular item of evidence. | 

MR. KUH: I think the record should be crystal | 
clear, your Honor, that I had one conversation with Mr. | 


Fiske I believe yesterday, though it may have been Monday, 


and several conversations with Mr. Abramowitz -- 


THE COURT: Mr. Kuh, I am not going to hear it 


because everything Mr. Timbers says you deny. And I am 


not going to have a hearing on that, to determine who is 


telling the truth and who is not. 
Mr. Timbers hasn't said anything here that | 


took place out of court that you haven't denied, and the 


record will disclose that. So I am not going to sit pare 


and listen to each one of you on that. We have to move | 
on. | 
What discovery matters have not been turned | 
over? | 
MR. TIMBERS: May I say in connection with | 


that, your Wonor, that I turned over to Mr. Goldman 
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2 yesterday all the Fernald 3500 material. I marked it, 
3 but I don't have the exhibits here, so I will put them | 
; 4 | on the record by tomorrow. However, the defendants do 
ae ; ——————eE 
5 | have all the 3500 material. 
6 THE COURT: What witnesses are there? 
7 Fernald and who else? 
8 | MR. TIMBERS: Just Fernald. Fernald, as I 
i) | have said several times, is the Government's first and | 
10 main witness and that 3500 material has all been turned | 
11 over to the defendants -- both to Mr. Goldman and to Mr. | 
12 Sparks. | 
13 MR. KUH: If your Honor please, before we | 
14 recess, just so this record can be clear, it is my under- | 
| 
15 | standing that in no fashion yesterday did Mr. Goldman and | . 
16 | Mr. ooper that I know of my own knowledge and in no fashion | 
17 ! did I waive the right of the datentans to be present at | 
18 ! the jury selection. 
19 | Now, defense counsel could be mighty cute and 
20 } say there is no waiver, and in effect, your Honor, the | 
21 ] U. S. Attorney proceeds at their own risk. I will make 
pe 22 ! it clear now we move for a mistrial. There will be Be 
L- 23 no claim of double jeopardy that the defendant wasn't here 
2A during the jury selection, and we, therefore, move for a 
25 mistrial, 
| 
| 
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We do not consent. We do not waive and 


el 


never did in any way, shape or form. 


And Mr. Goldma’. -s now showing me the minutes 

of yesterday at page 157 of which Mr. Cooper says: 

"If your Honor please, before we proceed, I 
would make the same objection to having to go forward 
without Mr. Pastor at this time. I believe he has 
a right to be here until it is determined --" 

-- and then his conversation is interrupted. 

So I make it clear we in no fashion consent to | 

this jury selection in the absence of Mr. Pastor. | 
I will not put your Honor on the horns of a dilemma. | 

| 
I will formally move for a mistrial and hence there will | 
be no double jeopardy if your Honor wishes to start over | 


again, but, if not, obviously that is up to your Honor and 


—_-_—_ $s 


the U. S. Attorney. 

pa ane 

MR. TIMBERS: May i make two points in respect 

to that, your Honor? First of all, in reconstructing 
my recollection about the waiver of the jury trial con- 
versation, I am not suggesting in any way anybody said this | 
on the record in court. I think, to make the record 
clear, though, that my be~* recollection now is that 


Dr. Texon reported Mr. Kuh's comment to me either as 


being something Mr. Kuh said to Dr. Kuhn, or something 
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Mr. Kuh said to Dr. Texon directly. 

The second point -- 

MR. KUH: May I ask what comment that was? 
I missed the beginning. 

MR. TIMBERS: That you were willing to waive 
the selection -- the defendant Pastor's presence at the 
selection of the jury. 

MR. KUH: Just so I can be clear, that is not 
something I said to Fiske or Abramowitz, but now something 
I said to Dr. Texon? 

MR. TIMBERS: I never said it was something 
you said to Abramowitz. 

THE COURT: In any event, I ruled yesterday 
and rule again today that the defendant voluntarily 
absented himself from this trial, and in that «.se the 
Court is permitted to go ahead without the defendant. 


That is what happened yesterday. 


MR. TIMBERS: Your Honor, may I make one further 


point, which is really a question? 
Does the counsel for Mr. Weiner also join in 
pe amare 
that motion for a mistrial? 
MR. GOLDMAN: What was that? 


(Pause.) 


MR. SPARKS: Your Honor, on behalf of the 
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defendant Weiner I would join in the motion for a 
mistrial. 
al 
THE COURT: All right. The motion is denied 


and the Court as ruled that the a@efendant Pastor 
voluntarily absented himself from the trial and, as I 
said yesterday morning, and repeat now, this is a part 
of a strategy on the part of defense counsel to obstruct 
and delay the trial. And that is thoroughly supported 
by the record in this case. 

MR. KUH: If your Honor please, On a point of 
personal privilege, I resent that remark. I have been 
at the bar almost 30 years and I haven't done anyth ng 
disingenuous in this courtroom or any courtroom, and 
neither your Honor nor anyone else has the right to accuse 
me of dishonesty. 


* 


THE COURT: I have said it, and I will repeat 


it. And if you raise your voice at me once more, you 
are going to have to get a lawyer, Mr. Kuh. I warned 
you about that. I am not here to argue with you and 


you don't have any riaht to raise your voice and scream 


at me. 
I ruled that yesterday. I rule it again. 
This is a deliberate design on your part to obstruct and 


to 


frustrate this trial and to keep Mr. Pastor from going 
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trial. And, as I said yesterday morning, I may be 
overruled by a higher court, but that is my ruling and I 
repeat it. 

You are engaged in an obstruction of justice 
as far as I can see just trying to keep this “rial from 
going ahead. 

MR. KUH: Without raising my voice, IT would 
like to state -~ 

MR. GOLDMAN: Your Honor ~~ 

MR. KUH: Without raising my voice, I would 
like to state on the record that her Honor has absolutely 


no basis for anything she said and walked off the bench 


without hearing the response. 


‘ 


(Adjourned to Thursday, May 20, 1976, at 


9.00 o'clock a.m.) 
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MEMORANDUM OPINION 


DefendantsEdward Pastor and Martin Weiner stand 
indictee on one count of. conspiring to violate Sect-?ons 812, 
841(aj (1), 843(a) (2), and 843(a)(3) of Title 21, United 
States Code, and four counts of violating Section 843 (a) (3) 
by allegedly illegally obtaining various quantities of the 
drugs phendimetrazine and phentermine. On this motion, they 
seek to dismiss the indictment pursuant to Rule 12, Fed. R. 
Crim. P., on constitutional grounds. However, as the court 
has previously ruled, the motion is denied, for the reasons 
more fully set forth herein. 

Defendants' arguments are primarily directed at the 
statutory scheme embodied in 21 U.S.C. §§ 811 and 812, both 
on its face and as it operated to effectuate the scheduling of 
phendimetrazine and phentermine as "controlled substances” 
within the meaning of the Drug Abuse Prevention and Control Act 
of 1970 (Drug Abuse Act), 21 U.S.C. §§ 801 et sa Briefly 


summarized, the arguments are as follows: (1) ain giv-_.g to 


ae ae ewe Oe 


the Attorney General the authority to add new drugs to the lists 
of controlled substances which it initially enumerated, the 
Congress undertook an illegal deiegation of legislative power 

to an officer of the Executive branch of the Government; 


(2) such a delegation creates an unwise and improper concentra- 


- tion of power in the hands of the Attorney General which is 


ee 


subject to abuse; (3) the standards promulgated by Congress 


to guide the Attorney General in the exercise of his authority 
are so vague as to give no guidance to the delegee; and (4) 
assuming, arguendo, the validity of the delegation effected 

by the statute, the Attorney General abused his discretion in 
scheduling phendimetrazine and phentermine by (a) improperly 
considering factors extrinsic to the statutory scheme and (b) 
failing to consider all the factors.which the statute requires 
him to consider in making his decision. These arguments will 


be treated seriatim. 


Defendants' first contention, of unlawful delegation, 
is premised upon the authority given to the Attorney General of 
the United States by 21 U.S.C. § 811 to add to the schedules 
of controlled substances, enacted by Congress and found in 21 
U.S.C. § 812, certain drugs or other substances which he finds 
have a potential for abuse. Inasmuch as other sections of the 
Drug Abuse Act set forth serious criminal penalties for un- 
authorized dealings in controlled substances, defendants argue 
that this grant of scheduling authority constitutes an ancon- 
stitutional delegation of legislative power, enabling the 


Attorney General to render criminal conduct which had previously 


been innocent. 
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Before dealing with the specific statutory mechan- 
ism established by the Drug Abuse Act, it should be ‘eluted 
that the doctrine of unconstitutional delegation has been 
one of limited vitality and infrequent application in the 
federal courts in recent years. See Jaffe ,Judicial Control 
of Administrative- Action 69-72, 85 (1965); 1 K. Davis, 
Administrative Law Treatise §§2.0l1, 2.02, 2.06 (1958); 
Gellhorn and Byse, Administrative Law 60-65 (1970). Only 
‘twice has the United States Supreme Court invalidated con- 


gressional delegations to governmental authorities. Panama 


Refining Co. v. Ryan, 293 U. S. 383 (1935); Schech*?r 


Poultry Corp. Vv. United States, 295 U. S. 495 (1935); Davis, 


supra, §2.06. Both cases “dealt with delegations of power 

to make federal crimes of acts that never had been such before 
and to devise novel rules of law in a field in which there 

had been no settled iaw or custom." Fahey v. Mallonce, 332 

U. S. 245, 249 (1947). Although transactions in the particu- 
lar drugs here involved have apparently not been previously 
illegal, it is clear that drug possession and use has long 
been an area involving criminal sanctions. 

To say that Congress cannot delegate its power to 
legislate, by virtue of the separation of powers mandated by 
the United States Constitution is merely to declare an axion 
which is of little assistance in deciding the merits of a 


particular statutory scheme. The Supreme Court has indicated 


m7 ee 
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that a delegation is ". . constitutionally sufficient . 
if Congress < rly d lineates the general policy, the 
public agency which is to apply “it, and the’ boundaries o! 

he delegated authority." American Power ¢ Co. v. S-E.C., 
329 U.S. 90, 105 (1946). What is important is that the 
authority given to an officer of the Executive branch be 
guided and circumscribed by criteria which are intelli- 
gible both to the officer involved and to a court which 
might be reviewing the administrative decision at a later 
Gate. Thus, the ropriety of a delegation is usually de- 
pendent upor the adequacy of the statutory Gards promui- 
gated to guide the administr (as defendants argue in 
their third point). 

However, defendants do not argue, on this branch 
of their motion, merely that the statutory standard. are 
unduly vague or meaningless so as to vest an uncontrolled 
discretion in the hands of a government officer. Rather, 
they stress that the grant to the Attc~ney Gencral of the 
authority to "create new crimes" by adding new substances to 
the schedules of controlled substances is invalid, irrespec- 
tive of the quality of the criteria governing the exercise of 
his discretion. In so arguing, they explicitly disclaim, as 
they must, any contention that Congress cannot authorize ad- 
ministrative agencies (including “xecutive departments) to 


promulgate regulations necessary or relevant to their effective 
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functioning, violation of which would constitute a criminal- 


offense United States v. Grimaud, 220 U. S. 506 (1911). — 


. 
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However, they attempt to distinguish the delegation at issue 
here from that invelved, hypetheticeally, in a grant of power 
to the Secretary of Health, Hiucation, and Welfare, which 
would, in their view, be “avr least arguably necessary to the 
exercise of reasonable controls over pharmaceuticals.” The 


critical distinguishing factor, they argue, is that the 


power to schedule drugs is here vested in the nation's chief 
prosecutorial officer. 

This latter contention appears to be without merit, 
and is certainly irrelevant insofar as the question of the 
validity of the delegation is concerned. Since the essential 

4 evil o£ excessive delegation is that Congress thereby abdi- 
Hs Ss cates i~s legislative responsibility to a member of the Execu- 
a tive branch, the identity of that official and the nature of 
to 
Le his duties appear irrelevant /resolution of the delegation 
‘questions. 
As defendants frankly admit, their contention that’ 


this delegation is impermissible by virtue of the office of 


| 

| the delcegee, i.e., the Attorney General, racher than his mere 
position in the Executive branch of the government presents 
this court with a question apparently of first impression. 
Two other courts have considered the validity of a closely similar 


& : delegation of scheduling authority to the Secretary of Health, 


QD elieation, and Welfare previously found in 21 U.S.C. § 321(v) 


: 
i 
4 
; 
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upheld the delegation effected by the questioned 


396 F.2d 28 (10th Cir. 1968). In both cases, the courts 


(3). White v. United States, 395 F.2a 5 (lst Cir. 1968), 


cert. den. 393 U. S. 928 (1968); Iske v. United States, 


statute, 


with a discussion which mainly considered the adequacy of 


the standards to guide the Secretary's decision to classify 


certain drugs—a discussion more appropriate to considera- 


tion of defendants’ third contention, infra. It 


is cer- 


tainly true that the statute involved in those cases, the 


Federal Food, Drug and Cosmetic Act, provided for the Secre~ 


tary's referral of possible criminal violations of the Act 


to the Justice Department for prosecution, rather than for 


institution of criminal proceedings by the Secretary himself. 


nowever, although defendants stress this distinction, they 


offer no pertinent authority to support their contention 


that it is of vital significance. Certainly there is nothing 


in either White or Ise which deals with this question, be- 


cause it was not before either court. In fact, defendants { 


have cited only one case squarely holding that a 


delegation 


of the type effected by the Drug Rbuse Act is impermissible. 


In Howell v. Mississippi, 300 So.2a 774 (Miss. 1974), the 


a 


Supreme Court of Mississippi held unconstitutional a portion 


of a state statute closely modeled on the federal legislation 


here in question, 21 U.S.C. § 8ll. The Mississippi statute 


had permitted the State Board of Health to reschedule sub- 


a 
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stances administratively, much as the Attorney General does 
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under the federal statute, and the petitioner in that case 
was subject to a higher criminal pe alty for his possession 
of amphetamines because the state agency had transferred 
that drug from state Schedule III to state Schedule Il. 
Faced with those circumstances, the state court 
squarely held (at 781) that "the authority to define crimes 
and fix the punishment therefor is vested exclusively in 
the legislature, and it may not delegate that power either 
expressly or by implication...." In its view, the action 
‘of the state administrative agency in rescheduling the drug, 
and thereby increasing the criminal liability for unautho- 


rized possession thereof, “infringe[d] on the separation of 


the powers of government and is prohibited." 


However, as the Government properly points out, 
the Mississippi constitution, on which the court's decision 
was predicated, appears to embody a stronger anti-delegation 
policy than the federal Constitution. Not only does it pro- 
vide, in Article I, Section 1, that the powers of the govern- 

Bd ment are to be divided in tripartite fashion as in the 

United States Constitution, but it also goes on to provide, 
in Article I, Section 2, that "No person or collection of 
persons, being one or belonging to one of these departments, 
shall exercise any power properly belonging to either of 


the other. .. ." Since the Mississippi court cited both 


vib 
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provisions in concluding that the delegation in the 

state statute offended the principle of separation of 
powers, it seems entirely possible to conclude that the 
conjunction of these provisions was especially persuasive 
in that case. 

Even if this constitutional peculiarity were not 
involved in the Howell case however, this state precedent 
is, of course, not binding on the federal courts. And, as- 
several authorities have noted, the anti-delegation doctrine 
has retained much greater vitality in the state courts 
generally thar-it has in the federal courts. Davis, supra, 
at § 2.07; Gellhorn ana Byse, supra, at 68; Jaffe, suora, 
at 73. Indeed, the only two federal cases cited by defend- 
ants which dealt directly with challenges to tue validity A 


of 21 U.S.C. § 811 found it unnecessary to address the argu- 


ments directed toward the delegation of authority effected 
by that statute. United States Vv. Westlake, 480 F.2d 1225 
(Sth Cir. 1973); United States v. Jones, 480 F.2d 954 (Sth 
Cir. 1973), cert. den. 414 U. S. 1071 (1973). (In each of 
these cases, the drug involved had been scheduled by Congress 
itself when the Drug Abuse Act had been originally enacted, 


so that the defendants had not been affected by the dele- 


gation provisions of the legislation.) 
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There is, thus, no pertinent federal authority 
squarely invalidating the delegation -here at issue, and the 
court does not find the Howell case persuasive, for the 
reasons set forth, supra. Leaving aside consideration of 
the adequacy of the criteria to guide the delegee's action, 
whatever constitutional infirmity may exist in this dele- 
gation to the Attorney General must be found by examination 
in light of the due process clause, since it appears to 
this court irrelevant, in determining the permissibility of 
‘the delegation, whether the delegated authority is vested 
in one officer of the Executive branch or another. The only 


relevant inquiry is whether the power should be exercised 


outside the Legislative branch at all. 


Ii. 


The due process argument is a superficially appeal- 


ing one. Defendants lay great stress upon the fact that it 


is the Attorney General, the nation's chief prosecutor, to 
whom the statute entrusts the authority to "criminalize 
previously innocent conduct". The specter they raise by 
implication is serious indeed—that of a prosecutor creating 
crimes by fiat and then bringing to bear the severe pen- 


alties provided by statute in pursuit of his own personal 
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predilections. See Smith v. Goguen, 415 U. S. 566, 575 - 
(1974). Pointing out that certain recent Attorneys General 
have been the subject of criminal prosecutions, they argue 
that this statute presents the opportunity for serious 
abuse of governmental authority and official discretion. 

This frightening scenario is, fortunately, not a : 
realistic possibility due to various statutory safeguards 
enacted in response to similar concerns which were voiced 
during Congressional consideration of the Drug Abuse Act. 
See H. R. Rep. No. 91-1444, Sept. 10, 1970 quoted in 1970 
U. S. Code Cong. and Admin. News, P.- 4589. The Attorney 
General's discretion is quite thoroughly circumscribed by 
procedural requirements. 

Jhile the Attorney General may, by rule, add a 
drug or other substance to the schedules enacted by Congress 
in § 812 of Title 21, he may not do so until he (a) finds 
that such a drug has a "potential for abuse" and (b) makes, 
with respect to such a drug ox other substance, the findings 
prescribed by subsection (b) of section 812 for the schedule 
in which such drug is to be placed. 21 U.S.C. § 8ll(a). 

Any such rule must be made on the record after opportunity 
for a hearing pursuant to the rulemaking procedures pre- 


scribed by the Administrative Procedure Act, Ss u.8.c. $$ SSie 


et seq. 
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In making the finding of "potential for abuse” 
and in making the findings required by § 812, the Attorney - 
General must consider eight factors outlined in§ segs 
By virtue of § 8l1l(b), however, the responsibility for in- 

estigating these factors is shared with the Secretary of 
HEW, in that, prior to adding or removing a substance from 
the schedules of § 812, the Attorney General must request 
from the Secretary a scientific and medical evaluation of the 
drug, along with his recommendations as to whether such drug 
should be controlled and, if so, under what schedule. In 
making his recommendations, the Secretary must consider all 
of the scientific and medical factors listed in § éil{c) and 
any scientific or medical considerations involved in the 
remaining factors. 


Significantly, "(t]he recommendations of the Secre- 


tary to the Attorney General shall be binding on the Attorney 


General as to such scientific and medical matters, and if 
the Secretary recommends that a drug or other substance not 


be controlled, the Attorney Genera) shall not control the 


drug or other substance." Section 81l(b). Thus, the Attorney 


General may not arbitrarily schedule a drug if the Secretary 
4/ 

finds that there is no scientific basis for doing so. More- 

over, his decision to schedule a drug is subject to judicial 


review pursuant to § 877 of Title 21. 
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The legislative history of the Drug Abuse Act. 
makes clear that the hearing and judicial review provisions 
were added to the Act with the express purpose of checking 
the Attorney General's powers: "The procedure which the 
Attorney General must then follow to control a drug in- 
volves rulemaking proceedings on the record after oppor- 
tunity for a hearing. This provides opportunity for con- 
sideration of the view of persons who would be adversely 
affected by.control of a drug, with judicial review avail- 
able thereafter. .-.." H- R. Rep. No. 91-1444, supra, at 
4589. 
It seems clear that the restrictions upon the 

Attorney General's power to “create new crimes" by adding 
to the lists of controlled substances are sufficient to 
ensure that his authority will be exercised in a fashion which 
is both subject to public and judicial scrutiny and also 
grounded in scientific evidence. To suggest that this 
authority, which cannot be exercised without the concurrence 
of the Secretary, amounts to an unbridled power in the 
nation's chief prosecutor such as to deny the defendants 
their right to a fair trial and to due process of law is to 
engage in wholly unwarranted hyperbole. Certainly the facts 
of this case reveal no impropriety or abuse of power such 


as that suggested by defendants. As Professor Davis has 
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noted, “{t)he principle whose soundness has been confirmed 

by both early and recent experience is the principle of 

checks. . . . We have learned that danger of tyranny or 

injustice lurks in unchecked power, not in blended power." 


Davis, supra, § 1.09. 


III 


The more substantial objection which defendants 
raise to the delegation effected by the Drug Abuse Act is 
that the guidance provided by the statutorily prescribed 
criteria found in § 8ll(c) is inadequate to circumscribe 
the Attorney General's discretion. They more specifically 
argue that the standards are so vague as to render a con- 
viction for a crime under the Act violative of due process. 
With this contention the court cannot agree. 

The factors which both the Secretary and the 
Attorney General must consider in making the scheduling 
decision have been previously set keen” Defendants direct 
the larger part of their criticism at the “potential for 
abuse" factor, arguing that it is nowhere defined in the 
statute and is so vague as to be totally devoid of intell- 
igible Sere Foner the statute one that both the 

7 


Attorney General and the Secretary consider the "actual 


~ Be 


Fh nae Mitt) O8% ene & Dy 
PO Det RESON TPE Ea DT Rh ke ers CES BB TS 


ORE UT ee ETRE RY ES a te LS ee ae EY FES Peet hepa’ | 
i ae oe a tin Kath bibacisichbucdthtas sted: Bebe) th er get GID bi bspsbot edecalls eer dd ica © “0 Sodas 


itt 
dj 422a ; 


or relative potential for abuse" of-a drug proposed for 
scheduling, and since the Attorney General must make 


ultimate findings concerning the drug's potential for 
8/ 


abuse, this factor is of critical importance in the 


statutory scheme and was so regarded by the authors of 
9/ 
the legislation. 


In this court's view, the legislative history 
of the Act provides ample quidance for evaluation of the 
potential for abuse of a drug proposed for scheduling. 
The House report indicates that the Attorney General should 
consider whethe: the drug is being taken in amounts suf- 
ficient to create-a hazard to health or safety; whether 
there is significant diversion of the drug from legitimate 
drug channels; whether individuals are taking the drug on 
their own initiative without advice from a doctor; whether 
the drug is a new drug closely related to a drug that has 
already been listed as having a potential for abuse; and 
whether there has been misuse of the drug resulting in in- 
juries and suicides. 

As noted in the House report, many of these criteria 
were the same as those which had previously been utilized 
by the Secretary of HEW to make a similar determination of 
"potential for abuse" under the Food, Drug and Cosmetic Act. 


And it was that same standard of “potential for abuse” 
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which was sustained in White and Iske, supra, after con- 
sideration of the legislative history, against charges 
that it was a standard so vacant as to render void the 
statutory delegation of scheduling authority. AS noted 
by the court in White,"{o]ther schemes much broaded in 
scope and with less guidance to administrative agencies 
have been countenanced by the Supreme Court. [citations 
omitted)" 395 F.2d at 9. 

While it seems virtually inevitable that dif- 
ferences of interpretation of all the statutory criteria 
will arise, that vice seems inherent in any system of 


standards «hich is proposed to guide an administrator's 


actions. The necessary inquiry must be whether the stand- 
ards are so totally devoid of meaning as to form no mean~ 
ingful restraint on the action of the delegee, to give him 
no inkling of the legislature's intent. In view of the 
broad standards which have previously been sanctioned by 
the ceaca ashe court cannot conclude that the standards 
of the Drug Abuse Act are impermissibly vague. As the 


Tenth Circuit noted in Iske, supra, at 3l: 


“In the area of drug regulation, delegations 


standards of discretion. 1 Sutherland, 


Statutory Construction § 317 (3rd ed. 1943). 
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| have been generally sustained despite broad 
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This must necessarily be 50, for with new 
drugs being discovered and introduced at 

an unprecedented rate, it would be impos- 
sible for Congress to determine beforehand 
those drugs to which it wishes a particular 
policy to be applied and to formulate speci- 


fic rules for eacn situation." 


IV 


Defendants' final contention is primarily a factual 
one. Based upon examination of extensive documentary 
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material produced by ut. ernment prior to trial, defend- 
ants contend that, even assuming the sufficiency of the 
standards provided by the Congress to guide the Attorney 
General's decision to schedule drugs, he in fact failed to 
consider those factors in making the decision to schedule 
phe dimetrazine. and phenterm.ne. For the reasons set forth, 
infra, the court finds this argument unpersuasive. 

As indicated previously, both the Attorney General 
and the Secretary of HEW bear some responsibility in the 
process which leads to the decision to classif 


y a drug as a 


controlled substance. ‘the Attorney General presently 


- i72 « 


. 


: ~ = epee dys NR adeno a ks a 5 Lake Bes 


Md meade inetrate — “~~ 
en fade ee be Wh rl eye eT igh at ht og | wee eet per 

. roads Pie thee Pet A nd“ ree tid eSS45 Mele 3S) 5.2 F FT a. WSL A, fe’ Pie! 433 Sees 
ie ad ote “aie \JSe oe he tae smn Ore resort Lasts: ae i re Lee ee . 98am & care ce See Le ben o tf, Pee re & 


AUS SAREE CE ee oe 
bok ‘ 


wr as Pd 4 as a x * po FOROS S. v3 S*0) 


rise are pie LAREN Aes 
delegates his authority to the Administrator of the Drug 
Enforcement Administration, and previously, at the time 
of the classification of phendimetrazine and phentermine, 
he had delegated his authority to the Director of the 
Bureau of Narcotics and Dangerous Drugs (the Director). 
28 CFR 50.100. The Secretary has delegated his authority 
to the Assistant Secretary for Health. 21 CFR § 2.120. 

The statute clearly requires that both the Secre- 

tary and the Attorney General must consider the factors 


12/ 
set forth in § 811 (c). However, the role of the Attorney 


General in considering the scientific and medical factors 

is somewhat ambiguous, since § 811’) provides that the 
Secretary's recommendations to the Attorney General as to 
scientific and medical matters shall be binding on him. The 
only reasonable interpretation recon iciling these provisions 
must be that the Attorney General, while not obligated to | 


investigate the scientific and medical matters de novo, 


must take into account the Secretary's findings in making 
his scheduling decisions, and may rc predicate his de- 
cisions solely upon evidence of abuse history. 

This distinction in agency functions goes far in 
explaining the seeming paucity of medical and scientific 
evidence which defendants obtained pursuant to their dis- 
covery requests. By letter of October 17, 1975 to Richard 


Lebovitz, an attorney in the Otfice of the Chief Counsel of 
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, 13/ 
the Drug Enforcement Administration -(DEA) to whom defend- 


ants had been referred by the prosecutor in this case, 
defendant Pastor's counsel requested, inter alia, "the 

report of the Secretary of Health, E¢ucation and Welfare 
[concerning phendimetrazine and phentermine] and any accom- 
panying documentation"; "all underlying data on which that 
report was based"; "any and all reports, evidence, or other 
materials submitted to the Attorney General"; and "all 
underlying data on which those reports, evidence or materials 
were based". After receiving some 4800 pages of material, 
defendants were informed, by letter from Assistant United 
States Attorney John Timbers dated December 22, 1975, that 
"the documents you received last Friday complete the D.E.A.'s 


4 »ponse to your request for documents [previously outlined}." 


b= | 


After examining the material thus obtained and, 
properly, sorting out those documents which were obviously 
obtained after the date of the Attorney General's (actually 
the Director's) decision to schedule phendimetrazine and 
phentermine and which could not have been relied upon by him 
in this decision, defendants object (1) that there are no 
specific findings concerning any of the eight factors pre~ 


scribed for consideration by § 8ll(c), and (2) more 


generally, that the documents—"a compilation of unsynthesized 
raw data"—show that not all the factors could have been 
o 10 «= 
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relied voor in making the scheduling determinations. They 
argue that : 
"consideration of abuse-related factors 
is arguable, but no more. It seems clear 


that only when presented witn the threat of 


hearings, in which justification of their | 

proposals would have to be made, did B.N.D.D. 

begin to carry out the responsibilities 

Congress delegated as necessary conditions 

precedent to the exercise of the delegated 

authority. . . -[E]xcept for documentation con- 

cerning abuse, the guiding factors upon which 

the Congressional delegation of authority was 

premised were ignored. By failing to consider 

all of the guidelines specified in 21 U.S.C. ; 

§ 8ll(c), before scheduling phendimetrazine and 

phentermine, the Attorney General abused 1 :e 

authority Congress delegated to him. Therefore, 

the scheduling of those drugs is void, and con- 

viction of a crime created by that scheduling 

would be a denial of due enema 

The short answer to defendants! first objection ‘is 
that the statute does not require any findings as to the 
factors listed in § 811 (c); the statute merely reguires that 


the Attorney General and, where applicable, the Secretary 
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"consider" the factors there prescribed. Where the 
Congress intended that the Attorney General make formal 
findings, it so specified, as in §§ gil(a) and 812b); and 
defendants do not contend thet the Attorney General failcod 
to make those findings with respect to phendimetrazine and 
15/ 
phentermine. 
ek Disposition of defendants' seconde contention re- 
quires a more extended discussion of the chronology of the 
scheduling decisions and their background, as gleaned from 
the summarizing affidavit of defendant Pastor's counsel, 
the affidavit of William W. Vodra, who was Assistant Chief 
Counsel of the: Bureau of Narcotics and Dangerous Drugs 
(BNDD) from 1972 to 1974, and the documentary evidence sub- 
mitted by both defendants and the Government. 

From 1971 to 1974, the BNDD Director made his 
decision to schedule a drug after enero oral and written 
presentations from a committee appointed to evaluate any 
such proposals. On that committee were representatives of 
the Drug Control Division (SCID) of BNDD's Office of 
Scientific Support, whose function was to analyze pharmacolog- 
ical aspects of the drug considered for scheduling and to 
receive and evaluate reports of the drug's abuse that were 


generated by the wedical community; the BNDD Office of Com- 


pliance (ENAR), which was concerned with appraisal of the 
diversion and illicit traftic in legitimate drugs; the BNDD ( 
—-) 
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Chief Counsel's Office; along with the Chicf Medical Officer 


of BNDD. 

During 1972, the Food and Drug Administration of 
the Department of Health, Education and Welfare (HEW-FDA) 
conducted a major review of all anorectic drug products, 
that is, products used for weight reduction in the treatment 
of obesity, including phendimetrazine and phentermine. 
According to testimony of FDA representatives in December 
1972 before the Subcommittee on Monopoly of the Senate 
Judiciary Committee, this study was the most comprehensive 
review of any class of drug products ever undertaken by HEW- 
FDA. At that hearing, HEW-FDA announced that it would 
recommend placement of most of the unscheduled prescription 
anorectic drugs in Schedule III of § 812. 

Upon learning informally of HEW-FDA's proposal to 
schedule these drugs, members of BNDD's SCID unit began pre- 
liminary familiarization studies of the scientific and medical 
aspects of the anorectics, although, as noted previously, 
the findings of the Secretary as to scientific and medical 
matters are binding on the Attorney General. In this inves- 
tigation, the SCID staff members did not have access to much 
of the raw data regarding drug safety that FDA was using in 
its study because FDA considered this information to be trade 


secret information which was barred from disclosure by 
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21 U.S.C. § 331(j). Due to the incomplete nature of 
their information, the SCID staff members did not attempt 
to forumulate a staff position on the scientific and 
medical aspects of these drugs. They considered the re- 
sults of their study to be inconclusive, and they felt 
that the study results were Lanbpesate to justify a recom- 
mendation either to control or to refrain from controlling 
the anorectic drugs. 
On February 12, 1973, HEW-FDA published in the 
_ Federal Register a notice of its findings on the effect- 
iveness of anorectics. Subsequently, by letter dated 
February 15, 1973, Richard L. Seggel, HEW Acting Assistant 
Secretary for. Health, recommended to John E. Ingersoll, the 
BNDD Director, that various anorectic drugs, including 


phendimetrazine and phentermine, be classified as Schedule 
1lé/ 


III controlled substances. Attached to the recommendation 
letter was some "review" material that HEW-FDA suggested 
might be of "possible utility" to BNDD and "a basis for further 
discussion" 

After receiving this HEW-FDA recommendation, BNDD 


staff members assembled data concerning abuse of the drugs 


in question. These data tended to show that anorectic drugs 
were being used by illicit drug users to replace ampheta- 
mines, which had become more difficult to obtain since they 


had been placed in Schedule II. This apparent subscitution 
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a of unscheduled anorectic drugs, including phentermine and 


phendimetrazine, for amphetamines and phenmetrazine corrob- — 
orated HEW-FDA findings about the similarity of all these 
drugs in chemical structure and pharmacological profile. 
However, the BNDD SCID staff members who had conducted the 
familiarization studies of these drugs were of the opinion 
that the Secretary's recommendation and the attached ma 
terials were insufficient to support a scheduling proposal. 
Thus, at a March 13, 1973 meeting of the BNDD advisory com- 


mittee, it was determined that representatives of BNDD 


should meet personally with representatives of HEIW-FDA to 
determine whether HEW-FDA did, in fact, have additional data 
which would justify scheduling the drugs. 

Subsequent to the March 12 meeting, HEW-FPDA sup- 
plied to BNDD some further scientific and medical documenta- 
tion concerning the scheduling proposal. Then, on March 30, 
Drs. Robert Zendzian and Robert Potrepka from SCID and Mr. 
Vodra, from the Chief Counsel's office, met with the HEW- 
FDA officials who participated in the HEW--FDA efficacy study 
of the anorectic drugs proposed for control. Based on 
these interviews and Accument. enalynes, the BNDD representa~ 
tives concluded that the witnesses and documents did provide 
scientific and medical information which would be sufficient 
to support a determination by the Director to schedule the 


drugs. 


—— ——— 


On April 3, 1973, members of the anorectic 


drug scheduling committee and other BNDD staff members ~ho 

h i assisted in gathering and evaluating material for the 
decision on the HEW-FDA proposal met with BNDD Director 
Ingersoll to consider the possible scheduling of, inter 
alia, phendimetrazine and phentermine. The only documentary 


presentation made to the Director consisted of a memorandum 


of the minutes of the March 13 meeting. All other evidence 


was presented to the Director in oral form. These presen- 


tations included summaries of the March 30 interview with 
HEW-FDA officials regarding the available evidence on the 
pharmacological profiles and other medical and scientific 
aspects of the a@rugs; inforisation concerning abuse of the 
drugs; an assessment of the impact on BNDD resources of regu- 
lating the unsch2duled anorectic drugs; and a description of 
the parallel between the current experience with marketed, * 
unscheduled anorectics such as phendimetrazine and vhenter- 
mine, and the early appearances of amphetamine abuse in the 
United States. 

At the conclusion of the April 3 meeting, the 
Director concluded that there was sufficient evidence to 
justify placing phendimetrazine and phentermine on Schedule 
™I1, but that he was not willing to commit considerable BNDD 
resources to protracted litigation over the scheduling of 


these drugs. Thus, Mr. Vodra was directed to mect with 
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manufacturers to ascertain whether they could present . 
evidence as to why their individual-drugs should not be 
scheduled, and whether, presumably, they would institute 
litigation to block the scheduling proposal. 

" Since only two manufacturers submitted informa- 
tion in response to these inguiries, the Director signed 
notices of proposed rulemaking for phendimetrazine, phen- 
termine, and six other unscheduled anorectic drugs on May l, 
1973, including therein the conclusions which he had drawn 
from the coinmittee's viibliniiduniaic as these notices were 
published in the Federal ne 

When no objections to the scheduling of phendi- 
metrazine had been received, that drug was placed in Sche- 
Gule III pursuant to an order which was signed on June 12, 
1973, and which incorporated the findings required by 21 
U.S.C. § 812(b) (3). 38 Federal Register ‘15719. Since the 
Pennwalt Corporation, a phentermine manufacturer, had ob- 
jected to the proposed scheduling of phentermine, that drug 
was not included in the order of June 12. Instead, prepara- 
tions were begun for a hearing, pursuant to § 8ll(a), on 
Pennwalt's objections. In the interim, however, the 
' Director secured Pennwalt's consent to placing phentermine 
in Scuedule IV, in order that it not be abused durina con- 


duct of the hearings. 
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Since the statutory criteria for placing sub- 
stances in Schedules III and IV are substantially the same, 
with the criteria for the former being a bit more string- 
ent, and since the legal procedures for placing drugs in 
the two schedules are identical, the Director considered 
that the May 1, 1973 notice of proposed rulemaking, which 
had contemplated that phentermine would be placed in 
Schedule III, would serve as adequate notice, within the 
contemplation of 21 U.S.C. § 811, for placing phentermine 
in Schedule IV. Neither Pennwalt nor the other phentermine 
manufacturers who were consulted objected to placement in 
Schedule IV. Accordingly, the Director placed phentermine 
in Schedule IV.in.an order dated July 6, 1973 which inccr- 
porated the requisite statutory findings. 38 Federal 
Register 16013. Although pre-hearing procedures were con- 
ducted in late 1973 and early 1974, no hearing has yet been 
held on the proposal to place phentermine in Schedule Tit, 
and that drug is apparently still undergoing further eval- 
uation by DEA. 

To the procedure above outlined, and the data 
produced thereby, the defendants have raised a number of 
objections. 

They object, first, that the Attorney General 
considered unwarranted and irr2levant matters in the course 


of determining whether to schedule phendimetrazine and 


uw 29 = 
BN, oo dig Ree 
2 al, . Dg) 0 RO BL rey — 
ey Wr ee ee Goes PI TTT TE Te eee TLE eT oe RET 
Se GS = tend Free” os nce 88 + ae vie AK Sh Data ee ihe eff. ‘ sats, Vey PD e or & Weeuel is 
z Pag? .¥ yy : tte f.0 OS WH te Spat 6 Re sirtte ty ore Ty A ey calle sh 
atts, Uy pee SAAT Yt tee “> a ” i to Myst vas? ger ere te hes * «& . «7 . 
al : . , ‘ 


phentermine. In support of this contention, they point. 

to the memorandum of the March 13 BNDD staff meeting, 

which revealed that the staff discussed "the possibilities 
of a manufacturer of a drug requesting a hearing, the 
chances of’ BNDD winning such a hearing, and the relative 
costs of control in the various schedules by BNDD.“ In 
addition, the memorandum revealed that expeditious handling 
of the Secretary's recommendation had been urged because 
“the manufacturers of the five(5) presently marketed drugs 

_ are aware that BNDD has received HEW's recommendation to 
control their drugs and any excessive delay on our part 

will only serve to convince <hem that BNDD lacks substantial 
evidence for their control." Moreover, accordiny to the 
Vodra affidavit, at the April 3 meeting, the Director was 
"presented with an assessrent of the impact on BNDD re- 
sources of regulating the un cheduled anorectic drugs"; which 
led him to direct Mr. Vodra "to meet with manufacturers to 
determine their response to scheduling the drugs.” 

The court finds this contention to be without 
merit. In the first place, the legislative history for one 
of the factors which § 811(c) directs the Attorney General 
to consider mandates that he consider "the economics of 
regulation and enforcement attendant" to a dec rision to 
schedule Siac Oe tetas discussion of the probability of 


hearings and their anticipated costs was perfectly proper. 
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Secondly, the Director did not attempt to ascertain the 


manufacturers' response to his scheduling decision until 

he had already determined that there was sufficient evi- 
dence on the eight factors specified in § 8ll(c) to war- 
rant placing the drugs in Schedule III. Finally, the 
concern to avoid an appearance of indecision in the eyes of 
the drug industry is not such a serious extraneous wero 
sideration as to indicate any abuse of discretion on the 
part of the Director. If that concern had any effect on 
the Director's decision, it presumably affected merely the 
timing of his decision, rather than its substance. 

They object, second, that the evidence on which 
the Director allegedly relied in making his finding of the 
drucs' potential for abuse is inadequate in both quantity 
and quality, since it involves only a relatively few in- 
stances of usage and small quantities of the drugs. 
they contend, the Director abused his discretion, by fail- 
ing to make an adequate "consideration" of the abuse- 
related factors in § 81l(c). 

On the basis of the legislative history of the 
Act, however, the court finds no such abuse of discretion. 
The House report essentially incorpora ated portions of the 
report which had previously accompanied the Federal Food, 
Drug, and Cosmetic Act. In referring to the latter report, 


the present report noted that "(w)ith respect to the question 
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of the extent to which actual, as distinguished from poten~ 


tial abuse was required to be established, that report utated 
that 'the Secretary Uf Health, Education, and Welfare should — 
not be required to wait until a number of lives have been 
destroyed or substantial problems have already arisen before 
designating a drug as subject to controls of the bill.'" 1970 
U. S. Code Cong. and Admin. News 4602. 

Thus, the fact that only relatively small quantities 
of the drugs may have been diverted to illicit use is by no 
means necessarily indicative that they did not possess any 
potential for abuse of which the Director should take official 
cognizance. It is precisely for the purpose of avoiding large 
scale misuse of legitimate drugs that the BNDD (and now the 
DEA) is -taffed with people who are presumably competent to 
assess the sicnificance of shifting patterns of drug usage. 
Thus, in addition to the quan ies involved, it is significant 
that the evidence considered by BNDD included investigations 
by Texas law enforcement officials involving criminal traffick- 
ing in these drugs by physicians, reports of phentermine thefts 
from several wholesalers and retailers in circumstances which 
indicated that the purpose of the theft was criminal distribu- 
tion or abuse of the drug, and non-medical use of phentermine 
by truck drivers. Moreover drug treatment prograns also re- 
ported that phentermine had a "st~eet name", giving some 


indi. ation that it was becoming familiar among non-medical users. 
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On this record, the court cannot find that the 


Director abused his discretion in recommending that phendimetra- 
zine and phentermine be scheduled. The instances above cited, 
when viewed together with the drugs' chemical similarity to 

to amphetamines and phenmetrazine, which had already been 
scheduled, clearly amount to substantial evidence from which 

the Director could find that these drugs possessed a potential 
for abuse. And the Director is not obliged to wait until mis- 
use of these drugs has reached epidemic proportions before he 
takes steps to control their dispersion. 

Although defendants conceded, supra, that the mater- 
jals in their possession at least arguably revealed that the 
Director had considered the abuse-reiated factors of § 8ll(c), they 
vigorously assert that these materials are so deficient in data 
of a scientific or medical nature concerning phendimetrazine and 
phentermine that the Director clearly failed to consider all the 
factors mandated by § 81ll(c), and therefore abused his discretion 
in recommending that those drugs be scheduled as controlled sub- 
stances. While this argument raises somewhat different problems 
than the previous contention, the court cannot find that de- 
fendants have met their burden of showing that the Director 
abused his discretion. 

In the first place, although defendants initially 
requested virtually all the tangible data and reports on which 
the Secretary and the Attorney General relied in making their 


respective recommendation and decision to schedule these druqs, 
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they apparently received only that material which is pres- 
ently in the possession of the DEA. It is not clear to 
the court whether defendants were specifically advised, 
before they made their motion, that this documentary re- 
sponse did not include a considerable body of scientific 
material which allegedly is in the possession of HEW-FDA, 
and which officials of that agency had not previously turned 
over to BNDD. However, the result of this discrepancy be- 
tween request and response is that the documents which the 
defendants examined, ané cn which their motion is predicated, 
do not apparently contain all the medical and scientific 
data which the Secretary accumulated in his evaluation of 
these drugs 

Thus, much of defendants’ carefully documented analy- 
sis of these materials loses its cogency. In the first 
place, as the court interprets the statute, the Attorney 
General need not undertake his own, independent investiga- 
tion of the scientific and medical criteria and develop his 


own data in that regard when, as in this case, the Secretary 
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initiates the scheduling proposal based upon his own research. 
The Attorney General is entitled to rely upon—and is, in 
fact, hound by—the Secretary's recommendations as to scien- 
tific and medical matters. Thus the adequacy of scientific 


and medical data independently procured by BNDD is not 
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determinative of the question whether the Director ‘ 


adequately considered the factors set forth in § @ll(c). 


Secondly, it appears that, in fact, the bulk of 
the data on which the Secretary allegedly predicated his 
recommendation was never turned over to the defendants in 
documentary fora. Only a small quantity of "review" 

material was attached to the Secretary's letter of recom- 


aa’ 


mendation in February of 1973, and this material was con- 
sidered by BNDD personnel to be "(in}sufficient standing 


n 


alone to p 


support a schedulin 


subsequently supplied ¢t by 


ct 


and provided to de ena 


‘ 
- 


of experimental data to 


termine, and twelve 


roposal.” 


DEA, 


Further materials 
FEW-FDA in March of 1973, 
include only six pages 


phendimetrazine and phen- 


<4 


Accordin fidavit executed by Ur. 


and 


@ 


Q 


Vodra submitted the critical ex- 


overnment, 


change of BNDD officials oc- 


curred orally at the 30, 1973. It was at 


this meeting that the representatives were apprised 


Se 


of the full extent of testimony and documents which 


HEW-FDA iad developed its study of the anorectic drugs. 


2 


And it was this data summary which satisfied the BNDD ad- 


visory committee that it could recommend to the Director 


Ss 


that he schedule those drugs, including phendimetrazine 


and phentermine, which HEW had previously recommended for 


control. It was then at the April 3 meeting that the 
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Director received the primarily oral staff presentation of 
research findings concerning both scientific’ and medical 
factors and also abuse-related factors. Based.upon that 
presentation, the Director made his decision to schedule 
these drugs. : 

The Government's response to defendants’ pains- | 
taking documentary analysis leaves “wo ~“estions, one con- 
cerning the svfficiency of the Government's evidentiary 


showing and one concerning the procedures adopted by the 


Director in making his decision. 

The Government does not attempt to ferry the de- 
fendants' item-by-item analysis of the DEA documents with its 
own demonstration of ‘the purportedly extensive medical and 
scientific data which the HEW-FDA study developed. Rather, 
Mr. Vodra's affidavit merely describes it in conclusory and 

. general terms, presumably because such a demonstration of 
material in HEW's possession would be irrelevant to the 
question whethex the Director abused his discretion, if he 
never saw the materia] anyway and only relied on oral sum- 
maries of its contents. Instead, Mr. Vodra simply asserts 
that, at the April 3 meeting, the substance of these data was 
conveyed to the Director, who then considered the factors which 
he must consider under the statute, having particular regard 
to the general categories of information, previously mentioned 


by the court in the discussion of that meeting. 
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trial, regardless of 


2 | is entitled to a fair and impartial 


Edie adea 


The narrow question, then, is whether Mr. Vodra’s 
sworn representation that the sukowcaee considezed the factors 
required by § 8ll(c) at the April 3 meeting, taken together 
with the other material produced by the Government, consti- 
tutes a sufficient showing that the Director did not abuse 
his discretion in deciding to schedule these drugs. The 
court holds that it does, and that defendants have not sus- 
tained their burden of showing that he abused his discretion 
by failing to consider either the abuse-related or medical or 
scientific factors listec in § 81ll({c). Although Mr. Vodra's 
affidavit speaks of the April 3 meeting in rather general terms, 
he would presumably amplify those statements at a hearing, if ’ 


the court were to order one; but the court finds his sworn 


statement sufficient to negate the inference of abuse of dis- 
cretion. 

The question of the sufficiency of the cp earionaeaccat Ss 
affidavit is clesely interrelated with efendants' ehalleoes 
to the sufficiency of the procedures adopted by the Director 
to inform himself concerning the factors in § 811 {c). 

Defendants contend, first, that the meeting of 
March 30, of which, apparently, no transcript, memoranda, nor 
notes survive, was inadequate to review the medical and scien- 
tific findings of HEW-FDA. Without going so far as to ex- 
plicitly suggest that the meeting was a mere fabrication of 


Mr. Vodra, they argue that that meeting afforded no .ay to 
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determine whether HEW-FDA, in turn, had considered all the 

factors which the statute requires the Secretary to consider. 

And, they conclude, it is strange that, after amassing almost : 
5000 pages of documents concerning the scheduling of these 


drugs, the final staff determination on five of the eight 


factors of § 8ll(c) should be left to the unrecorded determina- 


tion of three individuals. 

Secondly, defendants contend that the manner in which 
the Director reviewed the evidence amassed by his staff and - 
that of HEW-FDA was inadequate, in that he received presenta- 
almost completely oral at a meeting of which 


21/ 
neither transcript nor memorandum survive. The decision to 


tions whic» were 


schedule a substance for control, they urge, should be made in 


a more formal manner. "When Congress delegated to the Attor- 


rey General the authority and power it did, it certainly did 
not mean to delegate an unbridled discretion to act. Such 


would be the resuit, however, if decisions which result in 


major criminal sanctions are allowed to be based upon unreview- 
22/- 


able, oral presentations, not even effectively memorialized.” 
The basis on which defendants make these final con- 


tentions is not entirely clear, and the argument is not sup- 


ported by authorities. The contention appears to be that 


these informa., oral procedures are inadequate to ensure that 


the Director reviews the factors which he must consider, ard, 


therefore, that he abused his discretion in relying on them in 


» %.« 


this case. (Correlatively, the argument must be that con- 


viction for illicit involvement with a drug scheduled in. 
accordance with these procedures would violate the defendants' 
due process rights.) Defendants do not appear to contend 
that Mr. Vodra's affidavit is fabricating accounts of either 
of the meetings or their contents. 

This suggestion of procedural inadequacy finds no 
support in the Drug Abuse Act itself. Clearly the Congress 
did not see fit to explicitly require that the Attorney Gen- 
eral or his delegee consider the factors of § 8ll(c) either 
at a hearing or in a written report. However, its failure 
to do so is to be contrasted with its explicit requirement, 
if the Attorney General initiates proceedings under § ate” 
that ."[t]he evaluation and the recommendations of the Secre- 
tary shall be made in writing and submitted to the Attorney 
General within a reasonable eine.’ ae fact that the Congress 
was concerned generally with procedural propriety is manifested 
by its requirement that the Attorney General comply with the 
procedures of the Administrative Procedure Act in promulgating 
rules under § 811. Yet nothing in the rulemaking provisions 
of chat legislation would require that the Director "consider" 
these factors at a memorialized meeting. It is sufficient 
for purposes of the APA that interested persons have notice of 
the Attorney General's proposed decision and the opportunicy 


to express their views as to his action. There is no sug~. 


gestion that such notice and opportunity fr hearing were 


~ Fe 
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not properly afforded by the Attorney General in this 
case. , ; 

The narrow question then ponatalen is whether, 
under the rubric of preventing an abuse of discretion, the 
court will impose further procedural requirements on the 
Attorney General, beyond those which the Congress has seen 
fit to establish in either the Administrative Procedure 
Act or the Drug Abuse Act itself. This the court declines 
to do. 

Defendants' suggestion that the Director's utiliz- 
ation of the informal, oral procedures previously described 
creates an "unbridled discretion to act” because the presen- 
tations are “unreviewable" is, in the court's view, hyper- 
bolic. His findings ‘and recommendations to schedule drugs 
as controlled substances are subject to public scrutiny 
through the notice ana hearing provisions of the Administra~ 
tive Procedure Act, and are subject to judicial review pur- 
suant to 21 U. Ss. C. § 877. Although Congress has not re- 
quired that he make written findings as to the factors he 
must consider in's 8ll(c), any allegation that he failed to 
make the requisite considt ration can be tested—and his 
discretion reviewed—in precisely the manner in which it is’ 
being tested in this case, by procuring the sworn testimony 
of those individuals who participated in the process, and, 


if necessary, obtaining further documentation. Any conceivable 
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suggestion that such a course of inquiry would, or could, 


. 


be frustated by a systematic pattern of perjury would be‘ 

irresponsible and clearly finds no support in this record, 

Absent any more convincing demonstration of the inaccuracy 

or inadequacy of this mode of review, the court is unwilling 

to impose further procedures and pigetiath on an internal 

agency function. , 
The motion to dismiss the indictment is, accordingly, 

denied. 


Dated: New York, New York 


May 26, 1976 ; 
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FOOTNOTES 


.. Phendimetrazine is listed as a 
Schedule III drug, while phentermine 
is listed as a Schedule IV drug. 


2. This section has since been repealed. 
Pub. L. 91-513, Title II, § 7Ol(a), 
Oct. 27, 1970, 84 Stat. 1281. 


3. Sec. 8ll(c): “In making any finding | 
under subsection (a) vf this section 
or under subsection (b) of section 812 
of this title, the Attorney General shall 
consider the following factors with 
respect to each drug or other substance pro- 
posed to be controlled or removed from 
the schedules: 
(1) Its actual or relative potential 
for abuse. 
(2) Scientific evidence of its phar- 
macological effect, if known. 
(3) The state of current scientific 
knowledge regarding the drug or 
‘ other substance. 
< . - (4) Its history and current pattern of 
abuse. 
(5) The scope, duration, and signifi- 
cance of abuse. 
(6) What, if any, risk there is to the 
public health. 
(7) Its psychic or physiolog‘cal de- 
pendence liability. 
(8) Whether the substance is an immedi- 
ate precursor of a substance already 
controlled under this subchapter.” 


4. The fact that the Attorney General may 
refuse to schedule a substance in the face 
of the Secretary's recommendation that he 
do so merely reduces, rather than increases, 
the danger of an arbitrary reclassification 
with attendant criminal penalties. 
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FOOTNOTES 


S. See note 3, supra. 


6. * ghey also cite the following portion of 
an internal HEv memorandum, authored by 
Dr. Henry E. Simmons and obtained by ° 
defendants as part of their pre-trial 
disvovery, as proof that the criteria set 
forth in the statute are of little or no 
value in guiding administrative decisions: 
"These Eight factors [found in § 81l(c)] 
unfortunately are for the most part vague 
and redundant. The list exhibits circular 
reasoning and ack of parallelism, 
particularly v.en viewed together with 
the definitions of the schedules. Most 
importantly, the list of factors and the 

‘++ definitions of the schedules leave unde- 

fined the concepts of drug abuse potential, 
of @rug desendence, and of risk to public 
health. a short, the factors provide 
little pr cal cuicance in deciding 
particula ~ 


Since Dr. Simmons worked for HEW, rather 
than the Justice Department, to which the 
Act had entrusted the primary responsibility 
for evaluating the "potential for abuse" 
factor, it is not surprising that he was. : 
unfamiliar with the standards applied by the 
latter department in evaluating that factor. 


Te The Secretary must consider the scientific 
or medical aspects of a drug's potential 
for abuse. § 81l(b). 


8. Sections 8ll(a) and 812(b). 


oo. Ae yO ie BS MT =o. > 

ee ae ee Crp RY ay a siecdieg rate Pe os ‘ 
ee n/ “ in aN eg te Tene Was oooh et 4 4 

~ ee en eT ee eee eee - . ’ = Lie 


eer ee + % Fe a ae) ‘ nees — ene get . se 
nt ean eat Oe be + nt has wk M4 5. ot. Necessities ences 


be ata rare iene net went Rated DMEM SAU gr Ut ELST ee Fa Pe 


+ e ° 


449a 


% 


FOOTNOTES 


9. : See 1970 U. S. Code Cong. and Admin. News, 
pp. 4601-2. 


10. H. R. Rep. No. 91-1444, Sept. 10, 1970, 
quoted. in 1970 U. S. Code Cong. and 
Rdmin. News, pp. 4601-2. 


il. See the citations collected by the First 
Circuit Court of Appeals in White, supra, 
at 9. 


12. See note 3, supra. Section 81l1(b) also 
_... speaks in mandatory terms regarding the 
Secretary's consideration of scientific 

and medical facto-s. 


13. The Drug Enforcement Administration is t’ 
successor agency to the Bureau of Narcotics. 


14. Defendants’ Memorandum in Support of 
Omnibus Motion, pp. 45-6. 


15. The findings concerning phendimetrazine 
were published in 38 Federal Register S722 
(June 15, 1973) and the findings concerning 
phentermine were published in 38 Federal 
Register 18013 (July 6, 1973). 


16. By virtue of 21 U.S.C. § 811(f), the 
Secretary must notify the Attorney 
General if certain new druas have a 
potential for abuse. 
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FOOTNOTES, cont'd E 


27. The Director's conclusions as to the 
phendimetrazine were as follows: 

"(1) Phendimetrazine is chemically 
similar to and related to the other + 5% 
anorectic drugs being proposed for control, 
and to the amphetamine, methamphetamine, 
and phenmetrazine substances currently 
listed in Schedule II. 


_- 


"(2) Phendimetrazine ‘has a pharmacolodi- 
cal profile which is similar to the other 
anorectic drugs being proposed for control 
and to amphetamine, methamphetamine, and 
phenmetrazine. This general similarity 
suggests that all of these drugs may be ; 
reasonably substituted for each other for 
therapeutic or abuse purposes. 


"(3) Phendimetrazine is covered by a new 
drug application approved by the Food and 


Drug Administration for use in treatment 
of obesity. 


"(4) Products containing benzphetamine, 
chlorphentermine, diethylpropion, phendi- 
netrazine, or phentermine have been marketed 
in the United States for several years. In 
the last 6 months, certain of these products 
have been reported as the subject of thefts, 
diversion, illicit sales, and abuse. Quanti- 
tatively, thi: data does not suggest a wide- 
spread problem at the present time; qualita- 
tively, the data indicates a trend to meth- 
amphtetamine in abuse circles. This rein~ 
forces the belief that abuse of the pharmaco- 
logically similar drugs will increase is the 
amphetamines and methamphetamine becoue 
less and less available. 


"(5) The legislative history of the Con- 
trolled Substances Act makes clear that the 
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FOOTNOTES, cont'd 


Bureau is to s :hecule drugs based 

upon their potential for abuse, and 

‘should not be recuired to wait until a 
number of lives have teen destroyed or 
substantial problems have arisen before 
designating a drug as subject to controls.’” 


The Director further concludes that: 
" . .control of all anorectic drugs 

is desirable at this time to insure that 

they will not become widely abused. This 

scheduling will fulfill the Congressional | 

mandate to act before substantial problems 

have arisen.” 


The phentermine notice was virtually 
identical to that for phendimetrazine. 


18. The phentermine notice was published on 
May 9, 1973. The papers do not reveal when 
the phendimetrazine notice was published. 


19. "(4) The scope, duration, and significance 
+ of abuse. - In evaluatine existing abuse, 

-- not only must the Attorney General know 

‘ the pattern of abuse, but he must know 
whether the abuse is widespread. He must 
also know whether it is a passing fad, or 
whether it isa significant chronic abuse 
problem like heroin addiction. In reaching 
his decision, the Attorney General should 


consider 


the economics of requlation and 


enforcement attencant to such a decision. 


In addition, he should be aware of the social 
significance and impact of such a decision 
upon those pecple, especially the young, that 


would be affected by it." 1970 U. S. Code 
Cong. and Admin. News, Pp. 4603. (Emphasis 
added) 
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FOOTNOTES, cont'd 


20. 


21. 


eae 


24. 


The court has noted that § 811(b), in 
requiring the Attorney General to request 
an evaluation of scientific and medical 
matters from the Secretary, does 

provide that he do so “after gathering the 
necessary data". However, the court con- 
strues that latter phrase to be inapplica- 
ble to cases, such as this, where the 
Secretary himself requests *hat substances 
be scheduied based vpon research which he 
has already completed. 


Neither a transcript nor a memorandum of 


-the minutes of the meeting was ever pre- 


pared. The only extant memorandum is that 
presented to the Director before the 
meeting. ‘ 


r 


Reply Affidavit in Support of 


Defendants' R 
6-7. 


Motion, pp. 


As he did not in this case. The Secretary 
initiated the Attorney General's action 
pursuant to § 811(f). ; 


Defendants do not suggest that this phrase 
in the statute invalidates the procedure 
which the Director utilized at the March 
30 meeting. 
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1 mcs 
. THE COURT: Please bring in the jury. 
3 | Gentlemen, I don't want any talking at ail 
© 4 : during the charge by anybody; is that clear? 
5 | (Jury present.) 
6 THE COURT: Ladies and gentlemen, first of all 
7 | I want to thank you for your patie..ce. I know that 
8 there have been times when you have had to sit in the ju-y 
9 room while I discussed legal problems with the lawyers 
! 
10 out of your presence and those occasions have sometimes 
1} | been lengthy, but as Itold you when the trial commenced, 
12 | such discussions are necessary and they inevitably occur 
13 | during the course of any criminal trial, but that patience 
4 is an important virtue in insuring that justice is done 3 
15 
in any case. 
6 | I want to thank you for the careful attention 


7 | also that you have paid to the testimony and other 


evidence as it has come in. I know that in order to 
| 


19 | serve on this jury each of you has had to make some 
| | 
20 | personal or business sacrifice in order to be here, but you 
21 | may recall when the trial commenced, I believe I told you 
aA | 7 Pee | 
then that we all have a stake in the fair and impartial 
3 | administration of justice and that trial by jury is a ) 
2A : | 
- 7 basic and cherished institution in our system and that 
2 consequently when you serve on a jury you are playing a 
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3 | I am sure that any business or personal sacrifice which 


© 


4 | you had to make in order to serve on this jury, you were 


2 vital role in the administration of justice. So that 
glad to do so in the interest of the fair and impartial | 


5 

6 | administration of justice. 

7 |i Before formally beginning the charge, I would 
| 

8 | also like to wnank the lawyers on both sides of this | 

9 case for their patience and cooperation with the Court | 

10 and to congratulate each of them on the high degree of | 
| | 

11 || professional skill which each has demonstrated thoughout . 

12 the trial. , 

13 | I trust that you will bear with me, ladies and 


14 | gentlemen, and give me that same degree of attention which 


15 | you have given to the testimony and other evidence in the 
| 
16 | case so that you may carefully understand the legal | 
17 i principles which you are to apply to the facts in this | 
i 
18 | case as you find them. | 
19 | As you approach tae performance of your euiiakc tala’ 
20 in this case, that is the @etermination of the guilt or | 
21 | inaocence of each defendant, please remember that it is | 
22 | your duty to weigh the evidence calmly and dispassionately, : 
© 
23 without sympathy or prejudice for or against either the | 
24 Government or either of the defendants. Yeu must bear | 
25 in mind that every defendant appearing before this Court 
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is entitled to a fair and impartial trial, regardless of 
his occupation or station in life. 

The fact that the Government is a party here 
and that the presecution is brought in the name of the 
United States of America entitles it to no greater consider- 
ation than that accorded to any other party to a litigation. 
By the same token it is entitled to no less consideration 
ard that is because in our system of justice all parties 
stand ual before the law, that is, the Government and 
individuals aiike. 

My function is simply to instruct you as to 
the law applicable to this case. As I pointed out, it 
is the jury's function, not the Court's function, to 
determine whether the defendants are guilty or not 
guilty. My function simply is to instruct you as to the 
law and you should accept the law as I state it to you in 
these instructions and apply — > the facts as you find 
them. 

The logical result of that application is 4 
verdict in the case which must be returned separately es 
to each defendant and separately as to each count. 

I want to caution you that you are not tc 
single out any One® instruction alone 45 stating the lay, 


but you must consider these instructions as a whole. You 


SOUTHERN DISTRICT COURT REPORTERS, U.S. COURTHIONS 
FOLEY SQUARE, NEW YORK, N.Y. =— 791-1020 
nite 


= 


Ae eee ee em eran 


——————— ee ee 


(S 


mcs 456a 2256 
are not to assume that I have any opinion as to the guilt 
or innocence of a defendant or the truth or falsity of 
any of the aenees. 

The fact that I have denied motions or granted 
motions in the course of the trial is not to be taken by 


you as an indication that the Court believes the defendants 


are either guilty or not guilty. These motions, as I 


told ycu earlier when the trial began, are matters of 
law and my rulings on these motions are matters of law 
and have nothing to do with the province of the jury, 
which is to determine the guilt or innocence of the 
defendants. 
If during the course of the trial a question 
was asked and an objection interposed, and I sustained 
the objection, you are to disregard the question and 
alleged facts contained in that question. Similarly, if 
I ruled that an answer be stricken, you are to disregard 
both the question and the answer in your deliberations. 
Du. ing the course of these instructions I may 
refer to some of the testimony or some of the exhibits 
or some of the tacts in the case. That does not mean 
that I think that that is the most important evidence or 


the only evidence. In deciding the guilt or innocence 


of these defendants as to each count separately you must 
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consider all of the evidence in the case, all of the 
testimony, both direct and cross-examination, and all of 
the exhibits as well as any stipulations that the parties 
may have entered into. 

You are the sole and exclusive judges of the 
facts in this case, which means that you pass upon the 
weight of the ocaaemaied you determine the credibility, 
the believability of the witnesses who testified here 
before you, and in doing so you resolve such conflicts as 
there may be in the Lastimony or in the evidence, and you 
are entitled to draw such reasonable inferences as may be 
warranted by the testimony and other evidence in the case. 
That, as I have indicated, is the jury's function, and 
in that connection I remind you again that with respect 
to any fact m :ter it is your recollection of what the 
testimony or other evidence shows and not -the lawyers' 
nor my recollection. Anything that counsel for the 
Gcevernment may have said or counsel for the defendants may 
have said with respect to any matter in evidence, or any~ 
thing which I may have said 01 may now say is not to be 
substituted by you for your own recollection of what the 


facts and the evidence show. 


There are six counts in the indictment and your 


verdict as to each count must be based solely on the evi- 
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2 dence presented in this case, and, as I told you | 
3 repeatedly earlier, the evidence in a case consists of 

4 three things: | 

5 The testimony which you he. cd from the | 

6 witnesses, the exhinits which were actually received into | 

7 evidence, and any stipulations as to certain facts which | 

8 the lawyers entered into. | 

9 Your verdict as to each count, of course, must | 

10 be unanimous and is either guilty oF not guilty, and I : 

11 repeat, your verdict as to each count must be based solely | 

12 | on the evidence in the case. 

13 | Again, in determining the guilt of a defendant ; 

14 | you must bear in mind that guilt is personal, and that is 

15 | to say that the guilt or innocence of a defendant must be | 


16 | determined separately with respect to him, solely on the 


17 evidence presented against him or the lack of evidence. 

18 Now we come to the issue of credibility which 

\ 

19 I mentioned a few moments agO, which is your function as 

20 jurors in this case, ana that is to determine the | 

21 credibility, the believability of the witnesses who have ! 

| 

Q 22 | testified. You know, of course, there is no automatic way | 
eal 2 23 to determine who is telling the truth and who 15 not. 
%A Credibility can be equated with believability and reliabil- i 

25 ity. If a witness is credible you say he is believable : 

| 
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2 and reliable. If he is incredible you say he is 
3 unbelicvable. In other words, there is nothing | 
O 4 mysterious spout these words. | | 
5 Now, by what yardstick are you to judge the | 
6 credibility or believability of the witnesses’ Each of 
: 7 | you has given careful consideration or careful attention | 
8 to the testimony as it came from the witnesses themselves. 
| 
9 You observed the witnesses. Issues of fact are presented | 
10 for your de :ermination. An issue of fact is presented, | 
: 11 | for example, if one witness testified that a certain | 
. 12 | thing occurred and another witness testified that it did | 
| 
13 i not occur. In this case, as in every case, the 
H 
14 resolution of any conflicting testimony depends upon the : 
15 credibility which the jurors attribute to the testimony 
16 | of various witnesses and the support or lack cf support / 
17 | that that testimony received from other evidence in the 
| 
18 | case. Your duty is to decide the disputed issues of 
19 fact. In doing so, use your logic, your reason and your 
common sense. Do not be sidetracked or diverted or 


cant detail or irrelevancy, or by what you consider to be 
an appeal not « ,our reason OF logic, but to mere 
sentimentality or .) thinking passion. I repeat, use your 


20 | 
| 

21 distracted by what you consider to be a minor or insignifi- | 
| 

common sense. You sheuid carefully scrutinize all the | 
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2 testimony given, both direct and cross-examination, the | 
3 |i circumstances under which each witness Las testified 
Q 4 and every matter in evidence which tends to show whether | 
5 a witness is worthy of belief. Consider each witness' 
6 intelligence, motive and state of mind and demeanor and | 
7 | manner while testifying here on the witness stand. | 
8 Consider each witness' ability to observe the matters as | 
5 | to which he has testified and whether he impresses you | 
| 10 as having an accurate reco! lection of these matters. | 
+ 3 | Consider also any relationship each witness | | 
12 | may bear to either side of the case and the extent to vinta 
13 if zt all, each witness is either -upported or contradicted | : 

| id | by other evidence in the case. , 

15 | Inconsistencies or discrepancies in the | cS 

16 | testimony of a witness or betieen the testimony of di*fe. | , 
17 | ent witnesses may or may not cause the jury to discredit | 
18 | such testimony. Two or more persons witnessing an | 
19 | incident or a transaction may see or hear it differently | 
20 | and innocent misrecollection like failure of recollection | 

! 


of a discrepancy always consider whether it pertains to 
a matter of importance or an unimportant detail and 


whether the discrepancy results from innocent error or 


S 


intentional falsehood. ‘ | 
| 
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2 
3 be given to the testimony of a.y witness you must also 


(O 


In determining credibility and the weight to 
The mere fact that they are employees of the Government | 


consider the testimony of the Governmen,. witnesses. 
5 
6 entitles them to ao more and no less consideration than 
q | any other witness. Nor should you be influenced by the 
8 | number of witnesses called or the number of documents 
9 | received in evidence. It is the quality of the testi- 
10 mony and other evidence which counts, not the quantity. : 
1] | Now, after making your own judgment you will . 
- 12 | give the testimony of each witness such credibility, if , 
i 
13 any, as you thirk it deserves. If you find that any 
14 | witness has wilfully testified falsely to any material | 
| 
15 | matter you may reject the entire testimony of that witness | 
16 | or vou may accept such part or portion as commends itself 
: 17 | to your bel.ef or which you find corroborated by the : 
18 | evidence in the case. | 
19 Now, during the course of the trial you heard |' 
ey the testimony of Charles Fernald and Douglas Berry, persons 
21 who testified concerning their involvement in the crimes 
22 charged in the indictment, and they are in fact named in 
0 23 Count 1 as co-conspirators but not as defendants. These | 
persons art salled accomplices. Under the law in order | 
25 for one to be an accomplice he must have been involved in | 
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the commission of the crime or crimes with which a | 
defendant is charged. He must be a participant in that | 
crime or oxtune. An accomplice does not become incom- | 
petent as a witness because of his participation in the | 
criminal act charged. His testimony is not to be | 
rejected unless the jury thinks it has no weight. Like wal 
other testimony, it is to be considered and dealt with by , 
| 
the 12 men and women who are the triers of fact. Such 
evidence is properly considered with care and scrutiny, | 
checked up with the other facts in the case and given | 
appropriate weight. 

The testimony of .> acc. mplice alone, if 
believed by you, may be of sufficient weight to sustain a 
verdict of guilty, even though it is not corroborated or 
supported by other evidence in tie case. But, again, you 
should keep in mind that the testimony of an accomplice 
is always to be received with caution and weighed with 


great care. You are instructed that in weighing the 


testimony of Government witnesses charged as co-conspirators 


you find the witness may have in testifying for the Govern~ 


ment. 


! 

i 

in the indictment, you may take into account any motive — 
The fact that a witness may have a motive | 


for testifying for the Government does not disqualify that’ 
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witness, but such motive may well affect the weight you 
give the testimony of such a witness in adjudging the 
guilt or innocence of these defendants. 


(Continued on next page.) 
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Tiere was evidence also that some of these 
5 3 witnesses who testificd, at st -- I quess Fernald | 
~~ ‘ and Douglas both have hecn convicted of a crime in the | 
5 : 
past. At least one of them anyway that T recall. | 
6 ‘ , 
Evidence that a witness has been convictcd i 
| 
in the past of certain crimes mav also he considered | 
8 ; ; , i 
| by you in assessing his eredibility. 
. | 
This is not to say that a person with a prior 
10 , ; ' 
record is to be deemed incapable of tcllina the truth. 
| 
uN Prior convictions may, however, as I said, he considered 
12 as ae 
| when vou are dctermining the believability of such 
13} : ‘ 
a witness. 
| 
" | | | 
There has also heen evidence of prior { 
15 , . . : | 
inconsistent statements during the course of the trial ' 
16 V3 MING! | 
; made by certain witnesscs. A prior inconsistent 
17 | 
statement is a statement alleacdaly made by a witness at 
8 | | , : | | ide | 
| some point prior to his testimony in court which is 
19 F : P | 
inconsistent or contradictory to all or part of that ! 
20 ; | 
witness' testimony in court. i 
21 | 
If you find that a witness made a prior 
22 | | | | 
ae) inconsistent statement, you may also consider that fact 
sd 23 1s | 
for its effect upon the witness credibility. 
2A F 
In other words, you mav consider whether or 
25 


not you believe the witness, or accept his testimony in 
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2 light of the fact that he made a prior inconsistent 
3 statement, if you so find. 
4 One clement of the aqovernment's proof in this 
4 case is the identification of the defendant Edward Pastor 
6 by the witness Fdward Gallagher, an employce of the APA 
7 
Transport Company. 
8 | nye 
Mr. Gallaaqher in his testimony identificd Mr. 
9 . 
Pastor as the person who on two occasions represented him- 
” self as Dr. Johnson and picked up npackaades addressed to 
i Dr. Johnson. 
12 5: 
The defense questions the accuracy of that 
13 | identification and contends that it resulted from a | 
14 , 
| snaqestive photo showup that Mr. Gallacher subscoucntly | 
1 | viewed and which was shown to him by aovernment | 
| 
‘ wy agents. 
sd I charqe you that ecvewitness identifications | 
18 
are to be scrutinized with qreat care. You recall | 
| 
19 | that Mr. Pastor's only alleced contact with Mr. Gallacher | 
” | were two meetinas of two or three minutes duration. | 
21 | 
In judging Mr. Galladther's subseaucnt | 
29 | 
identification of Mr. Pastor, you should evaluate the | 
23 | 
circumstances of such mectinas and Mr. Gallacher's | 
2 : 
opportunity and capacity to observe the rperson heina | 
- identified during such mectinas. | 
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for identificetion, you should scrutinize the identification 


1 jwr } 

2 You may also consider the circumstances wnder 

3 which the subsequent identification was made. | 

) 4 If the identification by the witness may have : 
5 been influenced in your judqment by the circumstances | 

6 under which the defendant's picture was preserted to him | 

| 

| 


8 with great care. 
9 | You may also consider the lenath of time i 
10 | that elapsed between the confrontation and the next 
11 | opportunity of the witness to see the defendant as | 
12 a factor bearing on the reliability of the identifi- - 
13 \ cation. & 
14 | Finally, you must consider the credibility | 
15 of the identification witness inthe same way as anv | 
. 16 | other witness, as I have just characd vou on credibility. 
7 You will recall.that we also had an expert 
18 | witness in this case, the handwriting cxncrt. And so I | 
19 want to say a word about expert testimony. | 
20 The expert gave qualifications in his ficld | 
{ 
21 and in a case involvina a matter of science or art, | 
oe or some ficld reauiringa special knowledae or skill not | 
) 
23 ordinarily possessed hy the averaqe person, an expert | 
is permitted to state his opinion for the information | 
25 of the Court and jury. | 
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The opinions stated hv an expert are based 
upon particular facts as the expert himself ohserved them 
and testificd as to those facts, or hased unon facts 
which the attorney who questioned him asked him to assume 
for the express purpose of stating an opinion. 

You may reject an exnert's opinion if you 
find the “acts to he different from those which form the 
basis for his opinion. 

You may also reject his opinion, if, after 
careful consideration of all the evidence in the casc, 
expert and other, you disaqrec withthe opinion. 

In other words, vou are not reauired to 
accept an expert's opinion to the exclusion «* the 
other facts and circumstances disclosed in tne record 
and the other testimony. 

Such an opinion is subject to the same 
rules concerning reliability and credibility as the 
testimony of any other witness. It is aiven to assist 
you in reaching a proper conclusion. Tt is entitled to 
such weight as jm find the expert's avalifications 
warrant and must he considered hv vou, but is not 
controlling upon your judament. 

As you know, neither defendant has taken the 


witness stand in th’s casa. The fact that a defendant, 
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who has a riqht to do so, has not taken the stand and 
—————————— 

testified in this case does not create anv presumption 
aqainst him and cannot he considered hy vou as any 
evidence aqainst him, or a basis for anv inference 


unfavorable to him. You must not permit such fact 


to weidh in the sliahtest deqrec adqainst the dcfendant, 


nor should it enter into your discuss-ons oF deliherations. 


As I stated before, the law never imposes 


upon a defendant in a criminal case the hurden or the duty 


of calling anv witnesscs or producing anv evidence. 

The witness Aqent Viqna has testified that 
Mr. Pastor made incriminating statements to him durina 
interroqations at the Drug Enforcement ?daministration 
offices here in New York. 

In other words, vou have heard evidence 
upon the issue of the voluntariness of those alleqced 
statome:ts as a result of cxamination and cross- 
examination, including Mr. Pastor's state of health 
at the time, the medication he was taking, his imnendina 
hospitalization and various statements by Aqent Viana 
made at the time, such as the onc in which he indicated 
thathe didn't want to hear deniais from Mr. Pastor. 

You may consider this evidence as to the 


voluntariness of the statements alleccdly made to Aacnt. 
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2 Vigna which have been admitted into evicence and then 
3 i. give those statements such weiqht, if any, as you 
4 believe they deserve under the circumstances. 
5 Of course, you also must assess the credibility 
6 of Agent Vigna, as you must do any other witness, and reach 
7 a dcterminacion whether or not such statements were 
$ ever made by Mr.Pastor, or whether thev were made in a 
° | much altered form differing in substance and content 
10 | than that testified to. 
li It is only if you find that the statements 
a were made that you are to consider their volunteriness 
3. | ) 
and thus the weight to he accorded them. : 
: us | Furthermore, I charge you that a confession 
_ iS | made outside of court by one defendant, such as those 
“ if | alleaqed to have been made by defendant Pastor, mav not 
i} 
7 | be considered aqainst another defendant not a party 
18 | to such confession such as the defendant Weiner in the 
19 present instance. 
a 2% As I told you there are six counts or 
a1 charqes in the indictment. As you well know, the reason 
} 22 |] 


you awe here is that each dcfendant has entered a plea 


indictment. 


eg & B 


As I told you when the trial commenced, 
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if a defendant is to he found auilty of anv charac it must 
he as a result of your conviction the qovernment has 
sustained its burden of proof, and that is to prove the 
defendant guilty of a particular charac heyond a 
reasonable doubt. 

That is a burden which never shifts in a 
criminal casc. It remains upon the government throuchout 
the entire trial. 

A defendant does not have to prove his 
innocence. On the contrary, as I told you when the 
trial commenced a defendant is presumed to he innocent 
of anv charac made against him in an indictment. 

This presumption of iZanocence was in the 
defendants' favor when the trial commenced, continued in 
their favor throughout the trial. This presumption of 
innocence is in their favor even as I inst: - you now. 

The presumption of innocence rcmains in 
their favor during the course of your deliberation in 
the jury room. This presumption of innocence is removed 
only if and when, after your deliberations in the jury 
room, you come to the salts ans i that the aovernment 
has sustained its burden of proof which is to prove 
the defendant aquilty of a particular charac hevond a 


reasonahle douht. 
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The question that naturally comes un is, what 


is a reasonable douht? The words almost Acfine them- 


A reasonable doubt is a doubt rounded in 
reason and arising out of the evidence in the case or the 
lack of evidence. It is a doubt which a reasonable 
person has after carefully weishing all the evidence, 
the kind of doubt which would make one hesitate to act. 

It means a doubt that is substantial, not 
merely shadowy. 

A reasonable doubt is one which apneals to 


your reason, your judqment, your common scnsec and 


your experiences in 3ife. It is not caprice, whim, or 


speculation. It is not an excuse to avoid the performance 


of an unpleasant duty. It is not symnathv for a dcfen- 
dant. 

If after a fair and impartial consideration 
of all the evidence you can candidly and honestly 
say that you are not satisfied of the auilt of a 
particular defendant that you are then considering and 


that you do not have an ahiding conviction as to that 


ee re A 


| 
| 


defendant's quilt, such a conviction as you would he willing 


to act unon unhesitatingly in important and wcichtv 
EE 


matters in the personal affairs of vour own life, then 
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vou have a reasonal 1 in that circumstance 
it is your duty to acq' iefendant. 
On she Bhact nand, if after such a fair 
and impartial consideration of all the evidence you can 


candidly and honestly say that you arc satisfied of the 


guilt of the defendant, that you do have an ahidina 


conviction as tothe defendant's quilt, such a conviction 
as you would he willing th moc gion Sanath es *85% in 
important and weighty matters in the personal affairs 

of your own life, then you h- ec no reasonable doubt ar 
in that circumstance you may convict the defendant. 

A reasonable doubt does not mean a positive 
certainty or beyond all possible doubt. That is hecause 
it is practically impossible for a person to he 
absolutely and completely convinced of any controverted 
fact which by its nature is not susceptible to 
mathomatical certainty. 

4., consequence, the law in a criminal casc 
is that it is sufficient if the quilt of a defendant is 
established beyond a reasonable doubt, not hevond all 
possible doubt. 

What you must remember is that vou mav not 


vote to convict based on suspicion or conjecture or 


speculation no matter how stronq. AK conviction can 
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“ only be hased on actual proof of quilt heyond a 

3 reasonable doubt, and if the proof docs not mect that 

4 standard, you must acquit. 

5 There are two classes of ec” ence recodanized 

6 and admitted in courts of j.3sticc Wy. cither of which 

7 you may find an accused guilty of a crime. One is 

6 called direct evidence. The other is calicd circum- 

. stantial evidence. 

” | Direct evicence tends to show the fact in 
i issuc without need for anv other amplification, althouah, | 
& of course, there is always a question whether that | 
Se evidence is to he believed. 
” Circumstantial evidence, on the other hand, | 
% tends to show other facts fom ‘vhich the fact in disnut 2 | 
ss may reasonably he inferred. | 
" It is that evidence which tends to prove the | 
” fact in issue hy prooi of other facts which have a | 
" | leaitimate tende cy to lead the mind to infer thac the 
” | facts soucht to he esteblished are truce. Tn other words, 

" circumstantial evidence concerns facts proved from which | 
7 | the jury may infer by a process of reasoning other 
” | facts in dispute. | 
” | It is not necessary that the narticination | 
25 
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ants connection to a crime charaecd may he inferred 
from such facts and circumstanccs in evidence as would 
legitimately tend to sustain such an inference. 

Knowledge and wilfulness and intent of a 
defendant need not be proved bv direc st evidence. Tike 
any other fact in dispute it may he established bv 
circumstantial evidence. 

In every criminal casc it is necessary for 
the aovernment to prove heyond a reasonahic Aoubt the 
defendant on trial has the necessarv criminal knowl dac, 
wilfulness and intent. Ouestions concernina a defen- 
dant's knowledae and wilfulness and intent involve proof 
ef a defendant's state of mind at the time of the 
alleqed crime. 

Tt is obviously impossible to prove 
directly the operation of a person's mind hecause vou 
can not look into a person's mind and see what his 
or her intentions are or were, but the proof of the 
circumstances Surrounding a defendant's activities may 
well supply an adequate and convincing basis for finding 

imine 
that the defendant acted knowinaly, wilfully and 
intentionally. 

™ other vwrds, the actions of a defendant 


must he judaed in their time -nd place just as the 
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2 full meaning of the word is commonly understood onlv 

3 in its relation to other words in a sentence or in its 

4 context. 

- 5 So the meaning of a particular act or 
. conduct on the pert of a dcfendant mav depend upon the 
, circumstances surrounding that act or conduct. 
sa . In determining the issue of xnowledqe, wilful- 

8 ness and intent you arc entitled to consider anv statc~ 

10 ments made by the defendant which are in evidence and anv 

u acts done by the accused which are in evidence and all 

os ; facts and circumstances in evidence which may aid von | 

as | in determining the defendant's statc of mind. | 

” You may consider such thinas as the aac, hack- 

6 ground, occupation and experience of a defendant and sieciiiitee' 

‘ 6 | such facts make it likely or unlikeiv, prchahle or | 

- improhable, that a defendant fully and precisely under- | 
; 

e stood what he was doing in reaard to a transaction, and, | 

19 where relevant, in relation to others. 
i 

” The aovernment has pointed to evidence, or | 

21 


offered evidence during the trial which it claims | 
{ 
shows an act by a defendant on trial here similar to the 
ones charaed in the indictment. And I instructed you | 


specifically at the time reqarding that evidence. fT 


© 
& & 8 B 


want to say another word about it at this time. 
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The defendant is not on trial for that 


event relating to that alleqced similar act. You may, 
however, consider in determining whether defendant actcd 
with ouilty knowledae or unlawful intent on the charges 
before you the fact, if you find it truc, that he 
enaaaed in anothe. transaction similar to that characd 
in the indictment. And that evidence related to the 
defendar.. Yeincr. 

As I have said, you mav consider such evidence 
onl, on the question of knowledge, wilfulness and intent 
of the defendant Weiner. 

During the trial there have heen admitted 
int. evidence certain exhibits which we have referred to 
as charts or schedules or summarics. This exhibit is | 
not, as I told you, at least when it was offered, indenen- 
dent proof. 


The exiibit purports to be only a visual 


in exhibits received in evidence, or the testimony of a 


representation or resume of information or data sct forth | 
witness. | 


If the information contained in the exhibits 
or in the testimony is converted into a vasual or 


‘ 
| 
pictorial form and the chart or summary is marked as an 


exhibit, the chart or the summary does not have an 
SO. THERN Din tKICT COURT REPORTERS, U.S. COURTHOMs, 
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independent valuc as proof hecause it is only based 

upon the testimony and the exhibits in evidence. It is 
a visual aid, I said, just something to help vou undcr~ 
stand what it is in the exhih’t or the testimony. 

So you understand that the chart or schedule 
which is in evidence is not, as I said, independent 
proof. The evidence in this case, as I said, is the 
testimony, the exhibits actually received in evidence 
and the stipulations of counsel. 

The charts are no better or the schedule is 
no hettcr than the evidence and the testimony on which 
it is hascd. 

It is for you to decide whether the chart 
correctly presents the data or the evidence in the 
record. 

With this instruction in mind, vou are 
entitlzi to consider the chart received in evidence, 
if you find that it assists you in some way in analvzina 
the evidence and understandina the evidence. 

Rememhtr that it is your recollection of 
the evidence which governs and not what is said on the 
chart. 

Now we come to the indictment itself. As I 


told you. when you were being selected to sit on this 
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2 | jury and before the trial commenced, an indictment is 
3 | not proof or evidence. It merely contains a scrics of 
b 


O 


accusations and it is a method or technique which we 


5 .mploy in system whereby persons who are accused hv 

° a grand jury of crimes arc broucht into court and then 

U their quilt or innocence is Aactermined hy a petit jury, 
' or a trial jury such as you arc. 

' Therefore, the indictment has no eviecntiary 
10 | value and should not be considered hy you as proving 


i or tending to prove any of the crimes characd in it. 
the qovernment, as I told you, has the hurden 
of proving each charge beyond a reasonable douht. 
| hnd what I am going to do now is to read cach charac 
to you and then I am qoina to tell you what the 
essential clements of each charac arc, which vou must 


find the aovernment has estahlished hevond a reasonable 


18 : , 
doubt before you may find a defendant quilty of that 
19 : 
particular charge. 
2/9 ae , 
By entcring a plea of not auilty to cach 
ai charge the defendant has put in issue the cssential 
22 
Q clements of cach crime charged. And, as I told you, 
ca 23 , 
the government has the burden of proving cach of those 
” esser.tial elements of cach crime characd hefore a 
25 


defendant may be convicted of that count. 
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If the aovernment fails to prove one 
clement then the defendant must be acquited of that 
cartioular chares- 

During the course. of the indictment, reading 
the indictment, you will hear thesc words: "unlawfully, 
wilfuliy and knowinaly.” 

So I want to explain now what is meant hy 
those tcrms. 

Unlawfully obviously mcans contrarv to T° 

An act is aon rpowinaly >t it is done 
voluntarily and purposely ana not bhecausc of mistakc, 


accident, mere neqligence or other innocent reason. 


The act is aone(wiifullyi* it is done 
(knowingly) deliberatcly, intentionally end with an 


evil motive or purpose. 

As I told you before, knowledqe and wilfulness 
and intent of a defendant need not he proved by direct 
evidence. Like any. other fact in issue it may he 
established by circumstantial evidence. 

the indictment in this case characs in 
essence that the two defendants Fdward Pastor and Martin 
Weiner illegally obtaincd phendimetrazine ana phentermine 
which are respectively schedule 3 and 4 controlled arucs 


under federal law and that thcy conspired with cach other 
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and other persons so to do. 

Count 1, which is the conspiracy charac, 
charqes that the two defendants conspired to obtain 
these controlled druqs hy misrepresentation and foracry, 
including use of a registration numher which had been 
issucd to another person and which was in fact suspended. 

Count 1 charges that another ohjcctive of the 
conspiracy was for the defendant to acouire and obtain 
possession of schcduiec 3 and 4 controlled substances hv 
wisrcrresentation, fraud, forgery, deception and subter- 
fuge. 

Count 1 further charaes that it was an 
ohjective of the conspiracy that the dacfendants unlawfully, 
intentionally and knowingly would (distribatd and rossess 
with intent to distribute schedule 3 and 4 controlled 
substances. 

Counts 2 throuqh 6 charae that on five 
specific occasions the defendants obtained phendimetrazine 
and phentermine hy misrepresentation and fraud. 

Now I am goina to read to you count } of the 
indictment which is the conspiracy count. 

"The qrand jury characs, paracraph 1, from on 
«rt about the first day of March, 1973, and continuously 


thereafter up to and includina the date of the filina 
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- of this indictment in the Southern District of New York 
3 and elsewhere Fdaward Pastor and Martin Weiner, the defen- 
4 : dants, Charles anneal and Pouclas Rerry, named herein 
5 || as co-conspirators, but rot as defendants, ani ethers to 
6 | the arar. jury unknown, unlawfully, intentionally and 
7 knowinaly combined, conspired, confederated and aareed 
. | together and with cach other to violatc section 812, 
° | 841Al, 843A2 and 843A3 of title 21, United States Codec. 
10 "“Paraqrary It was part of said conspiracv 
nN that said defendants unlawfully, intentionally and knowina- 
12 | ly would, in the course of the distribution of schedule 
3 3 and 4 controlled substances, use a registration number 
which was suspended and issued to another person in 
1 violation of sections 812, 843A2 of title ., United 
‘ 6 States Code. 
17 


“Paraaraph 3. It was further part of said | 
conspiracy that the said defendants unlawfully, intcn- | 
tionally and knowinq)y would by misrepresentation, : 
fraud, forgery, deception and subterfuge acquire and obtain 
possession of schedule 2, 3 and 4 controlled substances 
in violation of sections 812, 843A3 of title 21. United 
States Codec 


"Paraqraph 4. It was further part of said 


© 
i a Se oe oe Oe oe 
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intentionally and knowingly would GEeezihued) ana possess 
with intent to distribute schedule 3 and 4 controlled 
substances, the exact amounts thereof being to the arand 
jury unknown, in violation of sections 812 and RAIAL 
of title 21, United States Code. 

“Paragraph 5. Among the means by which the 
Gefendants and their co-conspirators would and did carry 
out the conspiracy were the followind: 

"The defendants Edward Pastor and Martin 
Wei. or did order and receive from co-consnirator 
Charles Fernald, a hrcker enaaaed in the business of 
distributing druqs, phendimetrazine and phentermine 
which are respectively schedulc 3 and schednie 4 controlled 
substances under federal law. 

“The defendants Fdward Pastor and Martin 
Weiner were not registered with the Federal Prua Fnforce- 
ment Administraticr or its nmredecesrsor to purchase 
phendimetrazine and »aenterminc, although, as these 
defendants well knew, only persons so reqistered conld 
leaally purchase phendimetrazine and phentermine. 

“That in an attempt to evade this reavirement 

of the law, the defendants Pastor an@ Weiner falscly 


representcd to co-conspirator, Charles Fernald, and others 


that they were ordering the phendimetrazine and phentermine 
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for a Pr. Horace Johnson, who they falscly represented 


was a physician reqistered with the Prua Fnforcement 


Administration and its predecessor to receive phendimctra- 


zine and phentermine. 

“Through the use of foracd documents and 
other fraudulent means the defendants Faward Pastor and 
Martin Weiner did order and receive more than 5 million 
phendimetrazine and phentermine tablets and capsules. 

“In pursuance of said conspiracy, and to 

ffect the objects thereof, the followina overt acts 
were committed in the Southern District of New York 
and elsewhere: 

"), In or about May 1973 Fdaward Pastor, 
the defendant, told Charles Fernald that when Pastor 
ordered druqs Pastor did not want invoices sent to 
Pastor or Dr. Horace Johnson. 

a On or about June 22, 1973, Martin 
Weiner, the defendant, paid Charles Fernald $4,475 in 
cash and receives 299,000 phendimetrazine tablets in 
Manhattan, Now Yor 

°3...° TH Gk a June, 1973, Martin Weiner, 
the defendant, told Charles Fernald over the telenhone 
that the 859,500 phendimetrazine tablets that Weincr 


had ordered from Fernald were intended for a doctor. 
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As In or about September, 1973, Rdward 
Pastor, the defendant, told Charles Fernald that the 
250,000 phendimetrazine capsules that Pastor was ordering 


were intended for Dr. Horacc Johnson. 


73% In or about October, 1%73 Fdaward Pastor, 
the defendant, ordered one millior phendimetrazine 
capsules from Dr. Horace Johnsor, 

"6's On or about November 23, 1973, Faward 
Pastor, the defendant, caused the sianature of Dr. Horace 
Johnson to be foraed on a lectter that purported to he a 
confirmation of an order for phendimetrazine capsules. 

cab ee In or about 1974 at the APA Transport 
Terminal in Philadelphia, Pennsylvania, Fdward Pastor, 
the defendant, falsely stated to an employec of APA 
Transpert that Pastor was Dr. Horace Johnson. 

a ie In or about April, 1974, Faward Pastor, 
the defendant, ordered one million phentermine tabicts 
for Dr. Horace Johnson from Charles Fernald. 

ba In or about April 18, 1974, Fdaward 
Pastor, the defendant, caused the sianature of Pr. Horace 


Johnson to he foreed on a lcttcr that purnorted to he 


an order by Dr. Horace Johnson for one million 


phentermine tabicts." 
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Now, what is a conspiracy? A conspiracy 


may be defined as a combination of two or more persons to 


accomplish an unlawful purpose by concerted action ~~ in 


this case to illege-ly obtain and (aistribute)tne controlled 


drug substances phendimetrazine and phentermine. A con- 


spiracy to commit a crime is an entirely separate and 


distinct offense from the substantive crime that the con- 


spiracy was formed to accomplish. Thus, in a conspiracy 


charge there is no need to prove an actual violation of 


the substantive law, that is, that a defendant did 


illegally obtain or distribute controlled drug substances. | 
If there was an agreement between one or more persons j 
to illegally obtain and \distribute ontrolled drug sub- ' 
stances, and a defendant was one of the persons agreeing | 
or who later joined the agreement, and one or more acts | 
were done to bring about the objective of that agreement, | 
the conspiracy statute is violated. Thus, if a con- | 
spiracy existed, even if it should fail in its purpose, it 
is still punishable as a crime. | 

Now, the indictment cites Title 21, United 
States Code, Section 846 as the statute violated in Count l, 
and that statute provides in pertinent part af follows: 


“Any person who attempts or conspires to 


commit any offense defined in this subchapter is | 
| 
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2 guilty of a crime." 


SF. Of course, the chapter has to do with the 


(O 


regulation and control of thse drugs. 


5 Now, in order to prove the crime of conspiracy 


have proved to your satisfaction beyond a reasonable 


~) 


doubt the following essential elements of the crime 
of conspiracy: 
First, that some time on or about the period 


6 against each defendant in this case, the Government must 
between March 1, 1973 and March 12, the date of the filing | 

| 

| 


— — — 
to oO © oo 
lee 


of the indictment, an agreement existed between two or 


more persons. 


Second, that it was an object of this agreement 


i om 
oes w 
a 


to either (1) obtain controlled substances by use of a 


15 | | 

16 registration number which was issued to another person | 

17 | or suspended; or (2) to obtain controlled substances by | 

18 | misrepresentation, fraud, forgery, deception, or subterfuge: | 

19 or (3) to-distribute) or possess with intent to distribute | 

20 controlled substances. | 

21 Now, the third element is that the defendant | 

%) _ knowingly and wilfully associated himself with the con- | 
jd 23 spiracy, that is, became a member of it. | 
2A The fourth element is that at least one of the | 

25 conspirators committed at least one of the overt acts | 

| 
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ed in the indictment at or about the time and place 


charg 


alleged here in the Southern District of New York. 
eee as 


Thus, in essence, the conspiracy charged is 


proven when 2 criminal agreement is proven and it is shown 


that the defendant became a member of the conspiracy with 


knowledge of its purposes, and when it is established 


that someone performed at least one overt act in further- 


ance of the conspiracy. 


Now I want to discuss each of these elements 


in greater detail. The first element, the existence of 


the conspiracy: 


To establish that a conspiracy existed, the 


Government is not required to show that two or more 


persons such as the conspirators named in this indictment 


sat around a table and entered into a solemn compact 


orally or in writing stating that they have formed a 


conspiracy to violate the law, setting forth details of 


the plan, the means by which the unlawful pecject is to 


be carried out or the part t 


Indeed, it would be extraordinary if there were such a 


formal document or specific oral agreement. Your common 


sense will tell you that when individuals in fact under- 


take to enter into a criminal conspiracy much is left to 


unexpressed understanding. 


SOUTHERN DtilRICT COURT REPORTERS, U.S COURTHOUS 


Conspirators do not usually 


| 


| 
| 
: 
| 
| 
| 


o be played by each conspirator.; 


FOLEY SQUARE NEW YORK. NY. — “4 We 
SO TO 


(© 


> 


s 2 2 8 


488a 
mcs 2288 


reduce their agreements to writing or acknowledge them 


before a notary public, nor do they publicly broadcast 


their plans. From its very nature a conspiracy is aimost 


invariably secret and is characterized by secrecy rendering 


detection more difficult. 


Therefore, if you find from the evidence that 


two or more persons in any manner, through any contrivance, 


impliedly or tacitly, came to a common understanding to 


violate the law, that would be sufficient. Express 


language or specific words are not required, as I said, 


to indicate assent Or attachment to a conspiracy. 


In determining whether there has been an 


unlawful agreement you should consider acts and conduct 


of the alleged co-conspirators which are done to carry out 
eee 


an apparent criminal purpose. The old adage “Actions 


speak louder than words" is applicable here. And in 


this connection, proof concerning the accomplishment of 


the objective of the conspiracy may be the most persuasive 


evidence of the existence of the conspiracy itself. 
Now, as to the second element, unlawful 


purposes of the conspiracy, the indictment charges that 


the unlawful purposes of the conspiracy in this case were, 


one, to obtain controlled drug substances by use of a 


registration number which was issued to another person 
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or suspended, in violation of Section 843(a) (2) of 


Title 21, United States Code. 


That statute provides in pertinent part as 


follows: 


“It shall be unlawful for any person knowingly 


se of the manu-~ 


or intentionally to use in the cour 


facture or distribution of a controlled substance a 


9 registration number which is fictitious, revoked, 
10 suspended or issued to another person." | 
il Another objective of the conspiracy as alleged | 
12 | in the indictment is to obtain controlled drug substances ! 
13 | by misrepresentation, fraud, forgery, deception or subter- | 
14 | fuge in violation of Section 843(a) (3), and that statute | 
15 | provides in pertinent part as follows: | 
16 "Tt shall be unlawful for any person knowingly | 
17 or intentionally to acquire or obtain possession of | 
i8 | a controlled substance by misrepresentation, fraud, | 
19 | forgery, deception or subterfuge." | 
20 | The third alleged objective of the conspiracy | 
21 - ds to distribute or possess with intent to distribute | 
Q 22 controlled drug substances in violation of Section 841, 
: 23 and that statute provides in pertinent part as follows: 
a | "Except as authorized by this subchapter it 
25 
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mcs 
intentionally to manufacture, distribute or dispense 
or possess with intent to manufacture, distribute 
or dispense a controlled substance." 

You must find that it was an objective of the 
conspiracy to do at least one of those things, that is, 
to violate at lieast one of those laws. It is alleged 
that the conspiracy had three objectives to the violation 
of those three laws, but it is necessary for you to find 
that at least one of them was an objective of the con~ 
spiracy. 

As I already told you, it is not necessary 
for the Government to prove the success of the conspiracy. 
Success or failure in the alleged undertaking to illegally 
obtain and distribute controlled substances is not 
material and is not an element of the crime of conspiracy. 

As to the third element, defendants' partici- 
pation or membershi’ in the conspiracy: 

If you conclude that a conspiracy as charged 
dia exist and that at least one of the objectives of the 
conspiracy that is alleged has been proved, then you 
must next ask yourself whether the particular defendant 
you are then considering was 4 participant in the con- 
spiracy, that is, a member of the conspiracy. 


To find that a defendant participated in the 
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conspiracy you must upon ai. ‘he evidence be satisfied 
beyond a reasonable doubt thet that defendant, aware of 

its purpose, or at least one of them, was a willing 
participant with the intent to advance that purpose and 
that he joined the conspiracy with a specific criminal 
intent, that is, with a deliberate purpose to violate the 
law as alleged relating to phendimetrazine and phentermine. 

In determining whether the defendant became a 
member of the conspiracy you must determine not only 
whether he participated in it, but whether he did so with 
knowledge of its unlawful purpose. Did he join with 
an awareness of at least some of the basic aims and 
purposes of the conspiracy? 

In order to find that a defendant is a member 
of the conspiracy it is not necessary for the Government 
to prove that that defendant knew every detail of the 
conspiracy and all of its actors. It must prove, how- 
ever, that he knew at least one other member and agreed 
with that member to violate the law. 

Knowledge is a matter of inference from facts 
proved. To have guilty knowledge the defendant need 
not know the full extent of the conspiracy and ali of its 
activities. Indeed, each member of the conspiracy 


may perform separate and distinct acts at different times 
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and different places. It is not necessary for the 
Government to prove that all members of the conspiracy 
knew all other members of the conspiracy in order to find 
that a conspiracy existed or that a particular defendant 
became a member of the conspiracy. 


I want to caution you that mere association 


with a wrongdoer does not make one a member of a conspiracy. , 


Nor is knowledge of some unlawful activity without 
participation sufficient. What is necessary is that 
the defendant participate with knowledge of at least some 
of the purposes of the conspiracy and with specific intent 
to aid the accomplishment of those unlawful ends. 

If you find that the aefendant participated 
in the conspiracy, then, however limited his role in 


furthering the objectives of the conspiracy, he is respon- 


sible for all that was done in furtherance of the conspiracy 


before he became a member and during its continuance. Once 


you are satisfied beyond a reasonable doubt that a con- 
spiracy existed and that the defendant was a member, then 
the acts and declarations of any other persons whom you 
also find were members of the conspiracy made by such co-~ 
conspirators during its existence and in furtherance of 
its objectives are considered the acts and declarations of 


the gefendant so found to be a member even though he was 
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not present. 


1 
3 Now we come to the fourth and final element 


TT 
ee ee 


© 4 which you must find and that is an overt act. I have 
5 already mentioned that the fourth essential element of the 
6 crime of conspiracy is that an overt act intended to 
7 effect the object of the conspiracy be committed by at 
8 |i least one of the co-conspirators after the unlawful agree~ 
ment has been made here in the Southern District of New 
York. 
11 An overt act is any step, action or conduct | 
12 which is taken to achieve, accomplish or further the 
13 |} objective of the conspiracy. The purpose of requiring ) 
14 | proof of an overt act is that while parties might conspire | 
15 | and agree to violate the law, they may change their minds 
16 | and do nothing to carry their agreement into effect, in | 
17 | which event it would not constitute an offense. | 
18 | The overt act need not be criminal in and of | 
19 itself and it need not be the very crime which is the | 
20 : objective of the conspiracy. I have read to you the | 
21 || yarious overt acts listed in the indictment, and there are | 
22 | nine of them. An overt act may be an act which is | 
o 3 innocent on its face but it must be of such character that 


it furthers or promotes or aids and assists in accomplish- 


ing the purpose of the conspiracy. 
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For example, for Martin Weiner to pay Charles 
Fernald $4475 in cash and to receive 800,000 nendinetrasine | 
tablets, as alleged in the second overt act, upon its 
face may appear to be innocent, but as the Government 
contends, this payment and receipt of phendimetrazine was 
a part cf a scheme to illegally obtain phendimetrazine 
by misrepresentation and forgery and to illicitly distribute 
the drug. 

The Government must prove this contention and 
in this case it must prove that this overt act did 
fact occur and that it did occur here in Manhattan, which 
is a part of the Southern District of New York. It is 
not necessary for the Government to prove every single 
overt act alleged in the indictment. As I have said, 
it must in this case prove that particular one, that is, 
overt act No. 2, and it must also prove that it was an 
overt aise: tin, Steenenie of the conspiracy alleged in this 
indictment. 

It is not necessary for the Government to 
prove that each member of the conspiracy committed or 
participated in a particular overt act, since the act of 
any member done in furtherance of the conspiracy becomes 
the act of all other members. Also, the Governmeit is 


not required to prove each of the overt acts, as I have 
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2 said. It is sufficient if it proves the commission 
3 of at least one overt act in the Southern District of New : 
4 York, which includes Manhattan, at or about the time | 


alleged. 


6 An overt 


act need not have occurred at the | 
d in the indictment. However, you | 


7 precise time allege 


8 || must find that the overt act, and in this case act No. 2, | 
9 | occurred no earlier than March, 1973 and no later than | 
10 | March, 1976. 
ll | If you find that a defendant participated in | 
12 | the conspiracy, 4s I have said, then however limited you 
13 | find his role in furthering the conspiracy, he is | 
14 | respcnsible for all that was done in furtherance thereof | 
1 | and during its corntinuance. And, as I have said, once 
| 
16 | you are satisfied beyond a reasonable doubt that a con~ | 
7 spiracy existed and a defendant aS 4 member, then the | 
is || acts and declarations of any other person you also find | 
19 | was a member of the conspiracy made by such conspirator | 
20 | during the conspiracy's existence and in furtherance o* | 
21 its objectives are considered the acts and declarations | 
Oo 2 of any defendant so found to be a member, even though he | 
: 23 was not present when the act occurred. | 
While the indictment charges that the con~ | 
25 spiracy existed from on or about March 1, 1973 up to the | 
| 
| 
i 
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d.te of the filing of the indictment, which is March 12, 


; 
| 


1976, it is not essential that the Government prove that 
the conspiracy started and ended o1 or about those 
specific dates. It is sufficient if you find that in 
fact a conspiracy formed and existed for some substantial 
time within the period set forth in the indictment. 

Some conspirators may play ma: r roles while 
others play minor roles. The guilt of a conspirator is 
not governed by the extent or the duration of his 
participation, or by whether he played a greater Or lesser 
role in the conspiracy. st 3 ot required that a 
person be a member of the conspiracy from its very start. 
He may join it at any point during its progress and be 
held responsible for all that had been done before he 
joined and what may be done thereafter during its existence 
and while he remains a member. 

If you find that che Government has failed to 
establish beyond a reasonable doubt any one of the four 
elements of the crime of conspiracy which I have just 
enumerated and discussed in greater detail for you, then 
you must find the defendant not guilty of the charge of 
conspiracy. On the other hand, if you should find that 
the Government has sustained its burden of proving each 


nd every one of the four elements of the crime of con- 
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spiracy which I have just enumerated and discussed as 
to a particular defendant, beyond a reasonable doubt, then 


you may convict the defendant on the conspiracy count. 
At this time we are aoing to recess until 


— 


2.30 for lunch, after which the Court will continue charging 


the jury. 


The jury is excused now. I think your lunch 


has been brought to the jury room so that you don't 


have to go out. 


(The jury left the courtroom.) 

THE COURT: We will recess now until 2.30. 

MR. TIMBERS: Your Honor, theie are several 
points I have with regard to instructions you have given 


the jury up to this point. I assume the defendants 


probably have some points also. It occurs to me that 


it might be appropriate to take those up prior to the time 


the Court resumes charging the jury so that if corrections 


have to be made, they can be made and not call undue 


attention to those points. 
THI!) COURT: ‘Ail right. 
MR. TIMBERS: Perhaps I should start with my 


point. My major point has to do with venue on Count l. 


The Court, apparently misled by the defendants’ request 


for a venue charge on Count 1, told the jury that the only 
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overt act alleging venue in the Southern District of New 
York is overt act No. 2. In fact, there is proof of 
overt acts 3, 4 and 5, that those acts took place during 
telephone calls in which Mr. Fernald was on the telephone 
in the Southern District of New York and therefore it is 
the Government's position that it need only prove one of 
those overt acts 2, 3, 4 or 5 and is not confined solely 
to- overt act No. 2. 

THE COURT: All right. Do you have any~ 
thing further? 

MR. TIMBERS: The only other point I have, your 
Honor, I think -- in that connection your Honor misstated 
herself in that I think you said the agreement had to be 
in the Southern District of New York. I think that 
was an inadvertent misstatement. But in discussing 
venue, particularly in connection with the overt acts, I 
think you started off by saying that the jury had to find 
that the agreement was in the Southern District of New York. 

THE COURT: I did? I don't recall that. 

MR. TIMBERS: I'm sure it was inadvertent. 

THE COURT: I don't think that I said anything 
of that nature until I got to the overt act section, but 


I'll make it clear. 


MR. TIMBERS: I think this was a preliminary 
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2 statement you. were making to the jury before you started 
3 explaining what an overt act was, and I think you said, 

just in siaihsehinias that the -- | 


6 MR. TIMEBDRS: -- that the Government had to 

q prove that the agreement was made in the Southern District 
8 of New York. 

9 THE COURT: Just a moment. 

10 No, I guess it is the way the sentence was 


THE COURT: Just a moment. 
i 
! 
| 
| 
| 
1 
| 


worded, which reads as follows: 
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ll | 3 

12 "Tl -have already mentioned the fourth | 

13 | essential element of the crime of conspiracy, which 

14 | is that an overt act intended to effect the object 

15 | of the conspiracy be committed by at least one of | 

; 16 ! the co-conspirators after the agreement has been | 

17 | made here in the Southern District of New York." | 

18 | Yes, that could lead them to believe that the | 

19 | agreement had to be made in the Southern District of New | 

20 | York, so I'll correct that. | 

a1 | MR. TIMBERS: My other point has to do with the | 

rs) 22 similar act instructions. It is the Government's position| 
= 3 that there was other similar act testimony in this case | 
2A not introduced to prove intent. The testimony -~- | 

25 THE COURT: The one with respect to Pastor -- | 

| 

} 

| 
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Weiner, was that to prove intent? 


MR. TIMBERS: Yes. 


THE COURT: With respect to the others, I 
ruled at least twice that I didn't see those as similar 
acts. 

MR. TIMBERS: I simply want to state for the 
record that the Government's position is that those are 
similar acts that go to show a course of conduct, an 
habitual method of proceeding, but I don't think that 
there is any need for a special instruction on similar 
acts with regard to that type of similar act testimony. 

It is a matter -- 

THE COURT: With respect to your first objection 
on the overt acts, I believe that I said-- but if I didn't, 
I'll correct it -- that they had to find at least one of 
the overt acts occurred here in the Southern District of 
New York. I don't believe that I said that was the only 
aet,. did i? 

MR. TIMBERS: My recollection is, your Honor, 
that you did say that the jury had to find that overt act 2 
was committed and I assume that the reason you said that 
was because that is the only -- 

THE COURT: That is the only one that the 


indictment indicates, you see. It occurred in the 
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ork. 
Now, if the jury should send for this you 


are assuming that they are going to recollect that that 


telephone call occurred in Manhattan without the indictment 


having said so, SO to make it clear to them that they 


have to find at least one of these overt acts having 


occurred in Manhattan, I pointed to that overt No. 2 and 


said they must find that that occurred. 


MR. TIMBERS: I think the problem could 


occur this way: 


Suppose the jury should decide that overt 
No. 2 did not occur. The instruction you have given the 
point on 


jury tells them that they must acquit at that 


the conspiracy charged, but I don‘t think that that is the 


way the law provides “or the determination because in 


fact there is evidence that overt acts 3, 4 and 5 


occurred in the Southern District of New York and I think 


ix is improper tc instruct the jury that if they find 


overt No. 2 did not occur, then that is the end of the 


question, they must acc it. I think perhaps tt proper 


way to state it would be that the jury must find that 


one of the overt acts did occur in the Southern District 


of New York. I don't see any need to specify anything 


defendant should wish something 


else. However, if the 
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else referring to specific counts the Government has no 
3 objection. However, I think to specify Count 2 as 


y count the jury can consider on venue, when 


© 


o have the support 


| being the onl 


in fact there are other counts that d 


| 
{ 
! 
red in the Southern 


] 
6 | of testimony showing that they occur 
7 District of New York -- 
8 THE COURT: As to that payment there was testi- 
9 mony that that occurred in Pennsylvania Station? 
| 


MR. TIMBERS: NO, that is the transaction 


10 
ll that occurred at Mr. Fernald's office. Mr. Weiner drove 
12 | up to New york City and the drugs were brc ht down by | 
13 r the boy on the cart and Mr. Fernald took them off the cart | 
14} and put them in Mr. Weiner's car. | 
15 THE COURT: In any event, that is, as I have : 
ee ae said, the only one here which clearly indicates to the | 
17 || jury that it occurred In Manhattan. I don't see why { 
18 that could not have been added to 3 OF 4 if you say that 
19 is what the facts are. The others occurred elsewhere, | 
20 is that it? | 
21 MR. TIMBERS: Yes- I think we may have so | 
Q 22 || alleged in the bill of particulars. I'll have to take | 
3 23 it out. 
2A In any case, the fact is that there is proof | 
25 that these telephone calls were t 


o the Southern District | 
' 
| 
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of New York and I don't think thac it is proper to tell 
the jury that if you find that overt act 2 did not occur, 


then you have to acquit on this count when in fact the | 
jury can convict if they find that overt acts 3, 4 and 5 | 


occurred in the Southern District of New York and there is -~ 
THE COURT: As I have indicated, I believe 

that the instruction to them was that they have to find 

at least one overt act occurred here in Manhattan and | 

ct is alleged to have occurred 


that this particular overt a 


in Manhattan and they have to find that, if it ad d in fact | 


occur. 
| 
Do you have anything else? ' 

' 

| 


MR. TIMBERS: I have no further points, your 
Honor. 

THE COURT: Did you have something, Mr. Cooper? | 

MR. COOPER: Yes, I have several, your Honor. 


THE COURT: All right. 


MR. COOPER: Your Honor, I am assuming that 


pursuant to the rule I am making my exceptions to at least 


that portion of the charge that the Court has given us sO 
far. | 
THE COURT: Yes. 


| 
MR. COOPER: And that I will havean opportunity 


after the rest of the charge to make further exceptions if | 
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I have any more exception. 

On at least five occasions, especially at the 
beginning of the Court's charge, the Cour* talked in terms 
ofayiit or innosency) that it was the province of the 
jury to determine the guilt or the innocence cf the 
defendants. I noted that at least five times, that 
the Court made references in that language. I don't 
believe that the Court corrected that in its charge on 
reasonable doubt or presumption of innocence. The jury 
does not determine the guilt or the innocence -~ 

THE COURT: They con't have to find in their 
verdict now the defendants either guilty or not guilty? 

MR. COOPER: That is different, but when your 
Honor says guilt or innocence the jury assumes they have 
to find the defendant is guilty or innocent, but they 
don't have to find innocence the way most people understand 
it. What they have to find is guilt or that the Govern- 
ment has not proven the defendant guilty beyond a reason~ 
able doubt. The Court referred to that at least five 
times. I don't think the Court ever corrected that, at 
least so far in the instructions. 

THE COURT: I don't understand the objection. 

MR. COOPER: What I am saying, your Honor , gS 


that the jury's task is not to Say Mr. Pastor is guilty 
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2 or Mr. Pastor is innocent. When a juror or when a 
3 laymen thinks of the term innocence they mean "I find he | 
© ; || did not do this." | 
Hi) THE COURT: They do have to return, as I have | 
6 told them, a verdict of guilty or not guilty. 
7 | MR. COOPER: Guilty or not guilty is different. 
8 | THE COURT: Is different from -- | 
9 | MR. COOPER: Guilty or innocent. The Govern- | 
10 | ment has to prove the defendant guilty or if they don't | 
| 
1] , prove it beyond a reasonable doubt the jury returns a ! 
12 | verdict of not guilty. When you say guilty or innocent 
13 it seems to the jury that the defendant has to show that : | 
14 he is innocent. | 
15 | THE COURT: I don't understand the objection. | 
‘ ee What else do you have? | 
17 | MR. COOPER: Your Honor, when you were explain- | 
18 | ing that the jury has to determine issues of fact and | 
19 | that issues of fact occur when one witness testifies one 
20 | way -- let me withdraw that one, your Honor. | 
21 When you were explaining accomplice testimony | 
Q ~ you did not warn of the dangers of accomplice testimony. 
“ ~ THE COURT: I'm not going to hear that. The 
2A charge did warn of the dangers of accomplice testimony. | 
25 MP. COOPER: Your Honor, in discussing the | 
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motive of a witness you didn't mention cooperation of the 
witness with the Government. We requested that both 
witnesses, wait I'm talking about Fernald and Berry, 
staced they were cooperating with the Government and 
es 
the Court said it would in some way list their respon- 
sibilities or the effects of whatever may happen to them 
and the Court failed to mention that. 

THE COURT: I did charge that they should 
consider any motive the witnesses may have for testifying 
for the Government. 

MR. COOPER: Yes, but the Court didn't point 
out one of the motives, one of the reasons -- 

THE COURT: What else do you have? 

MR. COOPER: On the charge regarding identi- 
fication, your Honor, I believe the Court patterned the 
charge on the one that we submitted, but the Court in 
reading the charge or in charging the jury left out the 
paragraph we had relating to the suggestibility of a single 
photo ID and did not charge the substance of what that 
paragraph in our request stated in any other manner to the 
jury. I believe that the Court should have done that. 
That is part of the pattern charge that we adapted our 
charge from, your Honor. 


THE COURT: I believe that I did As I told 
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you initially, I wasn't adopting your exact language, 
but I would adopt the substance of your request ae I 
believe I did. 

What else do you have? 

MR. COOPER: Your Honor, in charging as to the 
effective weight of any confessions Or incriminating 
statements that may have been made, the Court in essence 
read the charge to the jury that we requested but, 
significantly, left out that sentence which follows. 

It is just one sentence, if I may read it: 

"If you decide they are entitled to no weight" 
speaking of the statements allegedly made -- "but you 
find they were obtained as a result of overbearing 
on the part of the Government agents, you may dis- 
regard them totally." 

Other than that sentence, the Court read the 


entire charge. I think the Court should have read that 


sentence also. 
THE COURT: What else do you have? 
MR. COOPER: In defining or stating to the 


jury that there are two kinds of evidence, direct and 


circumstantial evidence, the Court did not define circum- 


stantial evidence sufficiently in that you left out the 


admonition that if there is more than one analysis to be 
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given to inferences as to circumstantial evidence 
presented, anc one analysis is that of guilt and the other 
is not of guilt, then the jury must accept the one which 
points to the lack of guilt. 

THE COURT: Two inferences? 

MR. COOPER: If there are two inferences. 

THE COURT: The Court of Appeals i. this 
Circuit has expressly ruled on that in United States 
against Taylor and has said it is not required. 

MR. COOPER: Your Honor, this may be premature 
because I know the Court isn't finished, but I believe you 
may have finished your charge as to conspiracy. I don't 
believe you told the jurors that they have the right and 
the obligation to determine who the co-conspirators are 
and they don't have to be bound by the allegations in the 
indictment. 

THE COURT: All right, anything else? 

MR. GOLDMAN: Your Honor, he can't read my 
writing. 

When discussing circumstantial evidence, the 
Court did not indicate that proof that the drugs in 


question here were phendimetrazine and phentermine was 


established or attempted to be established by circumtantial 


evidence; that there was no direct evidence in the case 
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with regard to the identification of the drugs but the 
existence and that was established by circumstantial 
evidence, in other words, invoices, but no direct evidence 
in the case, your Honor. I don't think the jury under- 
srands that there was no direct evidence with regard to 
the identification of the drugs. 

THE COURT: Anything else? 

MR. GOLDMAN: Yes, your Honor. 

On the three occasions when the Court referred 
to Dr. Johnson's BNDD number it characterized it as 
suspended. In fact it was expired. Suspended 
indicates, your Honor, that there was some affirmative 
action taken to remove that and it cut directly across 
the charge in this case. It expired and it could have 
been renewed at any time for $5. 

That is all, your Honor. 


THE COURT: Anything else, Mr. Sparks? 


MR. SPARKS: No, your Honor. I will just join, 


in those objections that would be applicable to my client. 
I was not involved in the confession objections, but the 
other objections I would join in. 


THE COURT: All right. 


MR. TIMBERS: I don't want to argue any further, 


but I would like to hand up to the Court the Government's 
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bill of particulars which does spell out that -- 
THE COURT: I‘m not going to change it, Me. 
Timbers. As I have indicated to the Jury, they have 
to find that one overt act occurred here in Manhattan 
and /that) is the one that the indictment indicates and they 


are going to have to rina (as) 


All right, we will recess until 2.30. 


(Luncheon recess.) 
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- AFTERNOON SESSION 
2:59 p.m. 


(Jury presen) 


THE COURT: Ladies and qentlemen, as you 


recall before the luncheon recess I had discussed with 


vou count 1 of the indictment which is the conspiracy 


8 é : ; 
| count and I pointed out to you that conspiracy consists 
of an agreement to violate the law and an overt act l 


done by one of the co-conspirators in furtherance of that 


Now we come to the substantive crimes, as 


objective. 
2 ; ; P 
' I want to clarify something, and that is that 
13 P ; : 4 
it is not necessary to find chat the aadreement was made | 
| 
1 , . : a. > : 
‘ | in New York in this case, but as T pointed out it 15 | 
¢ 
7 1 necessary for you to find that at least one overt act | 
16 | eee ia Ne ' 
4 aserurrved in Now York. And I pointed to the overt act | | 
\ 
u | in the indictment, overt act two which the indictment | 
as | said occurred in Manhattan. | 
9 | Of course, you may find some other overt | 
20 | | 
acts in fact occurred herc, but that one in the | 
21 | | 
indictment plainlv indicates -- it alleaes anvway -~ | 
99 i 
occurred here in Manhattan. And vou would have to find | 
23 ' 
that that was so. 
24 
| 
| 
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There are five substantive crimes charoecd 


' 
in this indictment in counts 2 throuqh 6. 
Before -reading and discussing those counts, 
I want to instruct you that there are two leaal theorics 
on which you may find~the defendants auilty or a | 
defendant guilty of a particular substantive crime. | 
The first theorv is a part of the law of | 
conspiracy, which I have just discussed for you, and is | 
completely dependent upon a finding hy you that the | 
particular defendant you are then considering is quilty | 
of the crime of conspiracy. | 


In other words, only if vou find that 


the particular defendant you are then considerina is auiltv 


| 
| 
of count 1, the conspiracy charae, do vou consider this | 
first theory. | 
The second theory is the law relating to | 
aiding and abetting the commission of a federal crime. | 
I shall discuss the consniracy theory first. 
You may find cither or hoth of the defendants 


quilty as to any or all of the substantive counts 2 throudh 


6 on the theory that these were all crimes committed hy 


ener gerne a tere « ———» 


Wiiinsitanercionne ee aoa aaa 
the conspiracy for which, under the law of eienieciil 


{ 
Charles Fernald, a co-conspirator, in furtherance of | 
these defendants are responsible. And, of course, you | 

| 
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must find that Charles Fernald was a member of the 


eel 


ete ees, 


conspiracy or a co-conspirator as alleaed in the indict- 


ment. 
————— 


Therefore, if you find bevond a reasonshic 
doubt that the substantive offense alleacd in anv aiven 


count was committed in the Southern District of New York 


ee eel 


by Charles Fernald and that he was a member of the 


conspiracy, that the particular defendant you are 


—-- 


considering was then a member of the conspiracy and that the 


| 
| 
| 
| 
| 
| 


acts which constitute the offense were done here in the | 
Southern District of New York in furtherance of a portion | 
of that conspiracy of which the defendant was a member 

and that the defendant miqht reasonably have foresecn 


that those acts would be done, then you may find the 


| 
| 
| 
defendant is quilty of that particular count, cven | 
thouah he did not otherwise personally particinate in | 
the acts constituting the offense, or did not have 
knowledqe of them at the time committed. | 
I charge you further that as a mattcr of law | 
the defendant Weiner can only be found quilty of counts 
2, 3, 4 and 6 on this particular theory since the qovern- 


ee 


ment has failed to present such evidence as to these 


{ 
| 
counts from whichyou can find defendant Weiner auilty | 
either on the aiding and ahettina theorv I shall discuss | 
{ 
} 
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later, or for having actually personally committed the 
offense charged in counts 2, 3, 4 and 6. 

The second theory on which you can find a 
defendant quilty of a substantive count stems from 
the federal aiding and abetting statutc. And the 
indictment charges with respect to eachof these counts 
that the statute violated is title 21, United States Code, 
Section 843A3 which I will read again wren I come to the 
discussion of these counts, and title 18, United States 
Code, section 2. 

Title 18, United States Code, section 2, is 
the federal aiding and abetting statute, and that statute 
provides in pertinent part as follows: 

"whoever commits an offense aaainst the United 
States, or aids, ahets, counsels, commands, induces or 
procures its commission, is punishable as a principal. 
Vhoever wilfully causes an act to he done which if 
airectly performed by him or anothcr would he an offense 
against the United States is punishable as a principal." 

Defendant Pastor can he found quiltv as *o any 
or all of these counts even if you find that he did not 
directly commit the crimes in question. And defendant 
Weiner can he found quilty as to count 5 of the indictment, 


even if you Find that he did not directly commit the 
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crime in that count. 
If you find beyond a reasonable doubt in 
regard to these counts that the defendant in question 


aided and abcttcd the commission of the crime hy the 


| 


witness whe you must finda committed those, 
crimes here in the Southern District of New York. In | 
ee oer oe ee | 


other words, it is not necessary for the government to 
show that it has established all the clements of the 
particular count as to the defendant in aucstion, or that 
the said defendant physically committed the crime himself 
here in the Southern District of New York. 

Accordingly, you mav find defendant Pastor 


auiltv of any or all of the substantive counts characd 


if you find beyond a reasonable doubt that Earies rernaid 


actually committed the offense charaed in the particular 
count and that the defendant Pastor aided and abetted 
Fernald. 

Similarly, as to count 5 onlv, you mav find 
defendant Weiner guilty if you find bhevond a reasonahle 
doubt that committed the crime characd 
in count 5 and that defendant Weiner aided and abetted 
him in its commission. 

There is no particular rule as to what acts 


of a defendant would make him an aider and abetter. Tt 
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is enough, however, if you find that a Aefandant knowinaly 
associated himself in some manner with the illeqal 
venture, actually participated in it as something he 
wished to bring about, or that he sought hv his actions to 
make succecd. 

In this connection, vou may consider whether 
the defencant had a stake in the venture. Tn other 
words, the law is that one who aids and abots another 


with knowledac of the unlawful nature of the offense is 


| 
| 
| 
| 
| 
| 


‘ ; ‘ ; | 
just as guilty of that offense as if he committed the offense 


himself. 
To find a defendart auilty of aiding and 


abetting, you must, of course, find something more than 


mere knowledae on his part that a crime has heen committed. 


Thus, a mere spectator at a crime is not a 
participant. 

Conseauently, in order to find a defendant 
quilty of aiding and abetting, you must find that the 
narticular defendant you are then considering with 
knowledae as T said of the unlawful] purpose in some wav 
associated himself with the illegal activity and that 
he knowingly participated in it as somethina he wished to 
bring about and that he knowingly hv his actions 
endeavored to make it succecd. 
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Now I shall read each of these counts, and 


are all similar, except for the date and the 


they 


particular drug involved. 


| 
Count 2 reads as follows: 
. “In or about July, 1973, in the Southern 
7 , . F . 
District of New York, Fdward Pastor and Martin Weiner, 
8 | | 


the defendants, unlawfully, intentionally and knowinalv 


aid obtain possession of schedule 3 controlled substances, 


to be involved there is approximately 89,099 
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10 | : , P ; 
| to wit approximately 190,000 phendimetrazine capsules | 
nN | by misrepresentation, fraud, decertion and subterfuac." 
12 , : . : . 
| And, as I said before,the indictment citcs pti! 
1 : ; : | 
3 | 21, United States Code, section 843A3 and title 18, 
14 | : . 
| United States Code, section 2. | 
S| Count 3 is similar, except for this. Tt | 
16 | | 
4 | says "In or about August, 1973." And the druq alleacd 
17 | : — | 
| to he involved there 1s approximatcly two million ' 
18 | | 
| phendimetrazine tablets. | 
l , . 
° Count 4 is the same, except that it alleaes | 
20 { 
"In or ahout September and Octoher, 1973." | 
21 | 
And the substance allcacd to he involved 
22 ath Ae oh | 
there is approximatcly 250,000 phendimetrazine cansules. 
23 
Count 5, the date is from October '73 | 
2A 
up to and including Junc, '74, and the substance alleaca 
25 


% 
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phendimetrazine capsules. 

Count 6 is the same, except for the date, 
and that is it alleqes that this occurred from April, '74 
up to and including Junc, '74, sometime in that arca, and 
the substance alleqed to he involved there is aprroxi- 
mately a million 989 tablets of phentermine. 

Title 21, United States Codc, section 843A3, 
which is cited here as the law that was violatcc reads 
in pertinent part as follows -- and I read this carlier -- 
"Tt shall be unlawful for any person knowinaly or intcn- 
tionally to acauire or obtain possession of a controllca 
substance by misrerresctnation, fraud, foraerv, decention 
or subterfuqe." 

In order to find a defendant aquilty, as I 


said, of one of these substantive counts, you must find 


beyond a reasonable doubt that the aovernment has proved 
each of the following cssential clements: 

First, that on or about the datcs specificd 
in the date you are considering Charlcs Fernald 
acquired or obtaincd possession of a substance. 

Second, that the substance he acauired or 
obtained was in fact a controlled substance. 


Third, that Fernald acauired or obtained the 
a ee 


controlled substance by misrepresentation, fraud, foraerv, 
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deception or subterfuqe. 
And, fourth, that Fernald did so knowingly 


and wilfully. 


(Continued on next padqc) 
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Now I want to discuss each one of these 
elements in greater detail. The first element the Govern- 
ment must establish is that Fernald acquired or obtained 

———— 
possession of a substance. This element is satisfied 
by proof that Fernald came into possession of a substance. 
mm: 

There are two kinds of possession recognized 
in the law, actual possession and constructive possession. 
The persen who “nowingly has direct physical control 
over a thing at a given time is then in actual possession 
of it. A person who though not in actual possession 
knowingly has both the power and intention at a given time 
to exercise dominion and control over a thing, either 
directly or through another person or persons, is then in 
constructive possession of it. 

The second element that the Government must 
establish is that the substance the defendant obtained 
by misrepresentation was a controlled substance at the 
time that he obtained it. I instruct you as a matter 
of law that phendimetrazine has been a controlled substance 
since June 15, 1973 and that phentermine has been a 
controlled substance since July 6, 1973. 

In considering the evidence which. has been 


submitted to you, one of the determinations which you will 


have to make is whether the substance involved in each of 
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the alleged transactions in Counts 2, 


transactions serve as the basis for the various counts, 


was in fact phendimetrazine or phentermine as alleged 


in the indictment. So that before you can find a defend- 


ant guilty of the particular count you must find beyond 


a reasonable doubt that the substance involved was in 


fact phendimetrazine or phentermine as alleged in the 


particuiar count. 


Now we come to the third element. The third 


element that the Government must establish is that Fernald 


acquired the controlled substance by misrepresentation, 


fraud, forgery, deception or subterfuge. The language 


describing this element is almost self-explanatory. For 


instance, to misrepresent means to make a false or 


misleading statement Or representation. The Govern- 


ment contends that the defendants(on9) Fernald did this by 


falsely representing that they were purchasing pendi- 


metrazine and phentermine from Dr. Horace Johnson when in 


fact Dr. Johnson had never requested these drugs, and 


the defendants were in fact acquiring the drugs in order 


tA distribute) them on the illicit market. 


Similarly fraud is a generic term which 


embraces all the many and varied means which human 


ingenuity can devise to gain advantage by false represent~ 
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ations, suggestion or suppression of the truth. 

The meaning of the other words in this element, 
forgery, deception, subterfuge ,are self-explanatory. 

Now, the Drug Enforcement Administration has 
the duty under the iaw to regulate traffic in the drugs 
in question in this case and if the drugs are obtained 
by misrepresentation or fraud or forgery, then this 
case it is the Government to whom the misrepresentation 
or fraud or forgery i* made. 

The fourth element, knowingly and wiiftsily =-- 
I initially 4 cussed those terms for you before I dis- 
cussed any of the substantive coun-3. 

If you find that che Government has fail to 
prove any one of these four essential elements of a sub- 
stantive crime beyond a reasonable doubt, then you must 
acquit the defendant of that particular count. On the 
other hand, if you find that the Government has proved 
each and every one of these essential elements beyond a 
reasonable doubt, then you may convict the defendant on 
that particular count. 

Now, as I have said, what I have said applies 
to each one of these counts because they are all similar 


except for the date. 


Now, the most important part of this case 1s 
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the part which you now as jurors are about to play, 


| 
. 
| 
3 | because it is for you and you alone to decide whether a | 
© 4 | defendant is guilty or not guilty as to each count of the { 
5 | indictment. I know that you will try the issues that | 
6 | have been presented to you according to the oath which you | 
| 
7 | have taken as jurors. In that oath you promised that 
8 | you would well and truly try the issues joined in th.s case : 
9 and a true verdict render. I suggest to you that if ; 
| 
10 you follow that oath and try the issues without combining | 
ll | your thinking with any emotions you will arrive at a 
12 | new and just verdict. 
13 | Now, it must be clear to you that once you 
14 | get into an emotional state and let fear or prejudice or 
15 bias or sympathy interfere with your thinking, then you | 
16 | will not arrive at a true and just verdict. | 
17 | The jury is not tc consider or in any way ! 
18 speculate about the punishment which a defendant may 
19 | receive if he is found guilty. As I told you before, | 
20 it is the function of a jury in a criminal case to deter | 


t or innocence of a defendant on the basis | 


of the evidence and the Court's instructions as to the i 


ge whe 


| 
21 mine the guil 
law. It is then for the Court alone or the Jud 


| has the duty of determining the sentence, if there is a | 


%A 


25 conviction. So that possible punishment should not 
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2 enter into your deliberations, because it is not part 
3 of the jury's function to determine what the punishment 


(9S 


would be, if there is a conviction. 


As you deliberate, ladies and gentlemen, please 


be careful to listen to the opinions of 


7 | as well as to ask for an opportunity to express your own 


No one juror should hold the center stage in 


your fellow jurors | 

views. | 
{ 

| 


y control or monopolize 


© 


the jury room and no one juror ma 


the deliberations. 


: 
ll If after listening to your fellow jurors and 


if after stating your own view you become convinced 4 


do not hesitate because of ’ 


13 that your view is wrong, 

4 | stubbornness or pride of opinion to change your view. 
| 

15 | On the other hand, do not surrender your honest : 
i 

16 ! conviction solely because of the opinion of your fellow ! 


jurors or because you are outnumbered. 


You understand, of course, that in a Federal 


19 | criminal case of this kind your rrdict as to each count 


20 | as to each defendant must be 4 unanimous verdict, and the 


21 || form of your verdict is either guilty or not guilty. | 


You will endeavor to arrive at a separate verdict as to 


you can do this 


i 3 | each count for each defendaunt provided 


9 ‘ : P . 
aA reasonably and consistently with the conscientious con- 


viction of each and every one of you. yOu may find 


U.S. COURTIMN Ist 
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each defendant guilty as to each count with which he is 


each count with which he is charged. You may find a 
particular defendant guilty on some counts with which he 
is charged and not guilty on other counts with which he 
charged. 

I remind you that guilt is personal and that 


you must consider the evidence against each defendant 


separately. | 


If you are unable to agree ona verdict as to 
one or more of the counts as to one or more of the defendants 
you may not compromise by agreeing to a Q ilty verdict | 
on one or more of the counts and a not guilty verdict on 
the others. In other words, your verdict as to each 


count must be a unanimous verdict of all the jurors. 


When you retire to the jury room to deliberate 
you may send for any of the exhibits which you would 
like to review, any exhibit which was actyally received 
in evidence. In addition, you may have any of the 
testimony read back. We can't send in the transcript, 
but if you want to hear a portion of some testimony, if 


you will send out a note the reporter will find it and 
If you want to sée an exhibit, just send out a note. 
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Don't speak to anybody about anything. The marshal 


will be there. You just hand the marshal a note. 

aang you are instructed that you are not to 
reveal the standing of the jurors, that is, the split of 
the vote, if that should occur, to anyone at any time, 
including the court, during the course of your deliber- 
ations. Of course, when you finally have reached a 
verdict the foreman should notify the marshal or you can 
send out a note to that effect, that a verdict has been 
reached. 

All right, you may retire to the jury room 
for a few minutes before you finally commence Your 
deliberations. 


(The jury left the courtroom.) 


THE COURT: All right, Mr. Timbers, do you have 


any exceptions to the charge? 
MR. TIMBERS: Yes, your Honor. 
On the aiding and abetting charge, lI believe 


the Court instructed the jury that they should consider 


aiding and abetting in the context of whether the defendants 


aided and abetted Mr. Fernald. 


The Government's theory on aiding and ebetting 


is that Mr. Pastor was the principal and that he ma, have 


in certain instances where Mr. Weiner did not actual ]., 
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receive or make the misrepresentations -- Mr. Weiner 

may have aided and abetted the acquisition of drugs by 
handling the payments and the delivery. Therefore, 

the Government would request that where the Court said in 
the aiding and abetting instruction that if the jury finds 
that Mr. Fernald did it and either of the defendanis 
assisted him, the Government would simply request that the 
Court charge the jury: 

If one of the defendants did the act and he 
was assisted by the other defendant, that that is aiding 
and abetting. 

THT COURT: That is denied. 

cian 

Do you have anything else? 

MR. TIMBERS: The same point in the Pinker’on 
charge, your Honor. The Pinkerton charge says that 
if Mr. Fernald did it and either of the defendants assistpd 
him, then the jury can find that the defendants are guilfy 
under Pinkerton. The Government's theory is that Mr, 
Pastor did -- 

THE COURT: The Court said that if the juror 
found that Mr. Fernald did it in furtherance of the con- 
spiracy these defendants, if they are found guilty of 
conspiracy, are liable for that act. 


MR. TIMBERS: That is my point, your Honor. 
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5 guilty because his co-conspirator, Mr. Pastor, did it. ai 
6 The Government does not claim that it can obtain a con~ 
7 viction by proving that Mr. Fernald did it. I guess we | 
8 contend that, but our primary claim is that Mr. Pastor 
9 dia it nd he was assisted, aided and abetted by Mr. {| 
| 
10 Weiner, and that also Mr. Weiner is guilty because he | 
ll was, under Pinkerton, a co-conspirator of Pastor. 
12 I think there is some confusion -- : 
13 THE COURT: Aren't you kind of overlooking the : 
14 venue) problem in all this? | 
| 
15 MR. TIMBERS: No, I'm not. I think there is | 
16 some confusion in the charge on the elements of the crime | 
7 | and the venue. ror purposes of venue, the Government 
— a ee H 
18 | has consented that_M Ee e agent of the | 
19 || acrendants, but that is only for purposes of venue. | 
20 || As far as the elements 0 me gacerned, the 
21 | Government's contention is that Mr. Or did it. On | 
9 ~ certain of the counts Mr. Weiner may have aided and Pee 
23 similarly, Mr. Pastor as co-conspirator who committed the : 
2A crimes on certain of the counts. However, Mr. Weiner 
25 may be guilty because his co-conspirator, Mr. Pastor, 
| 


328a 
mcs 2328 
The Government's theory is that Pinkerton is applicable 


here to the extent that Mr. Weiner did not actually make i 


the misrepresentations and l.andled the drugs, he is 
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committed the crime. 

The issue of venue is completely separate. 

THE COURT: Yes. 

Do you have anything? 

MR. GOLDMAN: Yes, your llonor, I have one that 
I think is extremely grave, your Honor. 

With regard to the first essential element of 
the substantive counts your Honor charged that the jury 
need only find that Charles Fernald had possession or 
obtained these drugs. It was limited solely to that. 
There wasn't a charge given at any time that they had to 
find that either of these defendants ever obtained 
possession nor was there any curative qualification as 
to Mr. Fernald's possession in the form of: If you find 
they acted together, then it is sufficient if Fernald 
did it, but first you must find that they acted together. 
The possesion was strictly, tracking the charge, your 
Honor, that if you find that Charles Fernald obtained 
possession and if you find that the drug was phendimetra~ 
zine and if you find the obtain’ng was by fraud wilfully 
and knowingly, then you find these defendants guilty. 
That is the sum total of the charge your Honor gave with 
regard to the substantive counts, and I suggest, your 


lionor, that I think if genuinely misleads the jury to 
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believe all they need find is that Fernald acquired 
possession; that at no time did the defendants acquire 
possession, or, in conjunction with that, that Fernald's 
obtaining it was with the guilty knowledge of procuremen 
of these defendants, and I respectfully ask that that be 
corrected. 

THE COURT: Do you have anything else? 

MR. SPARKS: I join in that one, your Honor. 

THE COURT: All right. 

MR. TIMBERS: That is essentially the Govern~- 
ment's point also, that whenever in the request that the 


Government submitted Mr. Fernald's name wasS ~~ that the 


impression given to the jury may be a misleading impression 
and that what should be done here is to track the language 
in the Government's request, in this one particularly, 
that the first element the Government must establish is 
that a defendant ‘acquired or obtained possession of a 
ee 

substance. 

THE COURT: Anything else? 

MR. COOPER: Your Honor, I wish to except for 
the record to all the charges that we requested as to 


as to which the Court previously advised us it had 


rejected, and at this time we except to the Court not 


giving those charges. 
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In addition to the first theory that the 
Court charged the jury on with respect to the substantive 
counts, the Court labeled it the conspiracy theory, which 
is the Pinkerton theory, I imagine. We except to that, 
—— 
your Honor, because of the same reasons we do as to the 
The Court charged that if they find 


second theory. 

Mr. Fernald committed the crime they can fiad that the 
__—- 

defendants were liable, and I think thee is not true as 

per the Government's theory as it related to you 

yesterday and again as Mr. Timbers related it today. 

I think as a matter of law the Court can't 
find Mr. Fernald committed the crime as the principal 
either in the Southern District or any place else, and, as 
we said yesterday -- l won't repeat our entire argument 
of yesterday -- I believe that that charge is inaccurate 
in any event as it pertains to this case, that the 
Pinkerton theory is inaccurate as it pertains to this 
case in that Mr. Fernald was not a principal committing 
the crime here in the Southern District. 

Related to that, your Honor, I don't believe 
the Court has sufficiently charged venue with respect to 
the substantive counts and also, your Honor, although the 


Court charged that if the jury found Mr. Fernald committed 


the first two elements of the substantive count, the 
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Court stated in defining the misrepresentation element 


‘that they could find either Fernald or the defendants 


perpetrated that element of the crime and I think that that 
is not within either theory or any theory of the substan~ 


tive counts. 
Finally, yo9ur Honor, as we said yesterday, 
the Court charged that misrepresentation in this case can 


be on the Government in general and doesn't have to be 


perpetrated on any individual person. We rest on what 
we said -- if that can be deemed to be contained in our 
exceptions -~- on what we said yesterday moving to dismiss 


and ask that that argument be Geemed to be incorporated 
in these exceptions. 

THE COURT: All right. 

MR. SPARKS: I join in those exceptions. 

MR. TIMBERS: May I just point out to your Honor 
that everybody has objected to the charge on aiding and 
abetting and the Pinkerton charge and for the same 
reasons, and I would ask the Court to reconsider that 
matter. I think we are creating an appellate issue and 
I think the solution to the problem is to adopt the 
language in the Government's request charge that if the 
defendants aided as principals and another defendant 


assisted, then you have aiding and abetting. 
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THE COURT: Are all exceptions now noted on 
the record? 

‘MR. GOLDMAN: Yes, your Honor. 

MR. SPARKS: May 1 just ask a question? 


You indicated earlier this morning, when we 


take up the objections to Mr. Timbers‘ summation after 
the charge. I don't know whether you wanted us to do 


that now. 


broke at 10.50 a.m., that we would have an opportunity to 
| 

| 

THE COURT: All right, you can do that now. | 


MR: TIMBERS: Should we hear it now or after the 


jury goes out? | 


THE COURT: Let's see if we can't get it on : 
the record and get it over with. 
MR. SPARKS: _5h8 one that I just wanted to | 
make a point about specifically with respect to myself and 
the defendant Weiner, your Honor, was the first point 
made by Mr. Cooper this morning and that was that Mr. | 
Timbers said something to the jury in his summation that | 
was absolutely not so and that was that the defendants, 
and specifically the defendant Weiner, ever claimed that 


| 
these drugs were purchased for his pharmacy. There is | 
absolutely no testimony as to that. There was | 


absolutely nothing said in my opening remarks that would 
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in any way admit anything of that nature or even any 
inclination of any defense or anything of that nature, 

and what Mr. Timbers said in his summation to the jury 
was absolutely false, your Honor. 


THE COURT: All right. 


Did you have something else, Mr. Cooper? 


| 
| 
| 
| 


MR. COOPER: YeS, I do, your Honor, as to Mr. 
Timbers' summation. We object to the giving of testimony | 
in eff2ct, by Mr. Timbers in his narration of the circum- | 
stances surrounding the sale by Mr. Fernald of controlled | 
substances to a Mr. Erker. I believe almost everything | 
that Mr. Timbers said in that regard is what Mr. Timbers 
may have known or may have learned outside the presence 
of this courtroom and refers to matters which this jury 
did not hear. Mr. Timbers, in effect, testified to 
what some of the circumstances were when he summed up t9® 
the jury. 

In addition, your Honor, on three different 
occasions at least Mr. Timbers, in effect, tried to -- | 
or whether he tried to or not, did attempt to shift the 
burden from the Government to the defendants. The first 


time he was talking about phone calls and he said, and I 


think it is a fairly accurate quote, referring to Mr. 


Pastor: 
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"HNe has got to explain away the phone calls." 
That would seem to shift the burden to Mr. 


Pastor to do something. He doesn't have to do anything. 


Another attempt he made was making the same 


implication concerning the explanation of APA documents 


and in another instance he made the same implication 


regarding invoices for prior orders to Dr. Johnson. 
Those are the extent of my objections to Mr. Timbers' 
summation. 

There is one further thing. The Court has 
not indicated what it intends to do with regard to our 


objections to tl ,iding and abetting charge that the 


Court gave, but if the Court was inclined to follow Mr. 


Timbers' suggestion concerning charging in the pattern 
that Mr. Timbers has submitted to the Court in the 


Government's requests to charge, I think the Court is 


bound to charge, specifically to charge venue and to 

charge that a4 principal, and Mr. Timbers claims that Mr. 
Paster is a principal, cannot be found to have committed 
trict only an accessorial act occurred 


the crime in a Dis 


by an agent. 


Mr. Timbers says his theory is that Mr. Fernald 


was only an agent. I think I clearly showed to the 


Court yesterday the case law which says that you cannot 


SOUTHERN DEtRICT COURT REPORTERS. US COUR LEatist 
FOLES SQUARE. NEW YORK NY — ?¥l-inle 


a) 


Lr) 


fos) 


~ 


wo 


19 


21 


25 


336a 


mcs 2336 


have venue where only an act of an agent is shown and 
if the Court does not dismiss for that reason, which I 
urge that it shoulda do even at this point as to the sub- 
stantive counts, then at least I think an instruction to 
the jury is necessary in that regard. 

MR. SPARKS: One further point, your Honor: 

Mr. Cooper made reference to Mr. Timbers 
making remarks about the defendants having to explain the 
phone calls. Likewise, a specific comment was made 
concerning Mr. Weiner having to explain about the phone 
calls and I would object to that, your Honor, as being 
totally improper and gets into the issue of the defendants 
not having to take the stand or offer anything, your 
Honor. 

THE COURT: I think Mr. Timbers made clear 
that he was not saying that the defendants had to take 


the stand. What he was saying is that they could offer 


other evidence and that the Second Circuit has already ruled 


is proper, that is, to say that the defendant could show 
anything he wanted by somebody else or some other evidence 


by taking the stand. 


Now, with respe. to the matter mentioned 
this morning that Mr. Timbers injected into the casc, that 


Mr. Pastor, when he was at the DEA office here in New York 
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making certain admissions was doing so because he was 
looking for a deal with the Government, it seems to me 
that there is a proper inference that the jury could 
draw from the facts and circumstances in this case that 
that is what he was doing. It was the testimony of 
Fernald and Berry, both of whom were given suspended 
sentences and put on probation because of their cooperation 
with the Government, and the testimony of Mr. Vigna was 
to the effect that he was there giving a statement and 
the jury could properly infer that that was a statement 
given for that purpose OF he was cooperating with the 
Government then or admitting his guilt in the hope of 
getting some kind of leniency. 


(Continued on next page.) 
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As I pointed out carlicr, there would he no 
real henefit to the defendant in rementionina that 
point. It would only emphasize it. 

Rut, as I have said, that evidence is there 
so the remark is not as prejudicial as suadested. 

Now, with respect to the other mattcr, T 
instructed the jury repeatedly that it was their 
recollection which governed as to certain facts 

What I plan to do is to reemnhasizc to the 
jury that there arconly two theorics on which thev 
can convict a defendant of the substantive count. One 
is the conspiracy theory, which I explained, or on 
aiding and abetting. 

Witn respect to Mr. Weincr, I helieve that I 
said that under the conspiracy theorv he could he found 
quilty on counts 2, 3, 4 and &, but actually § should 
have been included in that. 

With that correction -- 

MR. TIMBERS: I am rot sure that's riaht, 
your Honor. 

THE COURT: On the Pinkerton theorv. 


MR. TIMBERS: Oh. 


MR. GOI.DMAN: Your lonor,may T he heard? 
TN, COURT: And only on five on the aidina 
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and abetting theory. 


Now, we are not going to he heard any further. 


MR. GOLDMAN: Your Honor, this is very 


I have had not one chance to respond. 


imnortant. 


not join with Mr. Timbers. "Ya said we hoth aarced in 
ne etl 


our application to the Court. r do not aaqrcc. 


THE COURT: We have heen over this. Vou 


don't have to aqree with Mr. Timbers. Ta. not sayino 


you aqree with Mr. Timbers. 


MR. GOLPMAN: I want to make sure that point 


daoesn't aet lost. 


THE COURT: What point? 


MR. GOLDMAN: I am not offering a quarrel 


‘at this time in this context with reqard to Mr. Timbers 


ee Lee 


possession, your Honor. 


; 16 about aiding and abetting. My reference is to the 
| ed 


In other words, giving the aidina and abetting 


thing docs not answer my objection. My objection is when 


it came to the substantive count the Court solely statcad 


= = & 
eee 


that the clement of possession is satisfied if they found 
rr 


Q that Charles Fernald obtained the drucas. It qave no 
een rior eeeerieinanecrnmeemnneniinnentene 
23 Foe ; : : 
qualifications, nothina but that. That is my point, 
your Honor. Reiterating aiding and abetting just 


emphasizes -~ 
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THE COURT: I have forgotten that point. 
MR. GOTDMAN?: I want to be sure, your 
Honor. 
THE COURT: I made these comments. On 


aiding and abetting, the jury must find somebody clse 
committed the crime and that the defendants aided and 
abetted in some respect. 

MR. GOLDMAN: Would your Honor just 
connect that with possession? Because, helieve me, 
your Honor, the jury is absolutely confused. I know 
because I sat here, your Honor, and I waited for the 
sieudiniiel connection to he madc. It was never madcc. 


I trackcd the charae of the Court, your Jlono 


The charaqe was if Fernald obtained possession, if the 


; . ; 4 ! 
drug was phendimetrazine and if Fernald made rerresentations , , 


your Honor, they may find these acfendants quiltyv. 

THE COURT: All richt, you made your state- 
ment. Now we are going to bring in the jury. 

(Jury present) 

(Note handed to the Court) 

THE COURT: All right. Ladies and aentlemen, 
with respect to the chart, I want to reemphasize at this 
point that with respect to counts. 2? throuch 6 there are 


only two theories on which you can rind a defendant 
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quilty of a substantive count. 


3 Pa The first theory is theone that I called the 
) 4 conspiracy theory and is predicated on your finding the 
defendant you are then considering is quilty of 


conspiracy. 


With respect to cach one of those counts 
2 thorugh 6 you may find a defendant quilty on that 


theory as J explained tt. 


When I was explaining it, I saiv as to 


Nefendant Weiner he could he found auiltv on those counts, | 


except for 5, but T am now telling you that he can he | 
13 | 
found quilty on the conspiracy theory with resnrect to 5 | 
14 
also. | 
| 
15 
So that as to counts 2, 3, 4, 5 and 6 hkoth | 
16 
‘ defendants may be found guilty on the conspiracy theory | 
17 | ' , ; : 
| if you first find that they are quilty of count 1. | 
} 
1 — ; ; 
. The sccond theory was the aiding and abetting | 
19 i 
theory, and as to that thcory defendant Pastor mav he 
20 ‘ oir, | 
found quilty as to each of those counts on the aidina | 
21 ‘ : 
and abetting theory, but as to dcfendant Weiner only as | 
22 
ie) to count 5. 
; 23 ; ; ; 
With that clarification, you may commence vour 
2A 
25 


Will the clerk please swear the marshals. 
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And I want to sav that I have this note from the 


jurors which we will mark Court's Fxhibit 1 as of this 
date, which reads as follows: 

"Near Judae Moticy: 

"We respectfully request to have the air 
conditioning turned off in the ju:v room. Many of the 
jury members find it unbearably cold. 

“Yours truly, M. Weiskonrf, forcman." 

(Court's Fxhibit 1 marked) 

THF COURT: All right, we will ask the 
marshal to turn down the air conditionina so vou don't 
freezc. 

THE CLERK: I already called downstairs and 
they say the air conditioning is not on. 

THR COURT: It's not on? 

THE CLERK: I will call the manacer adain, 
Judqe. 

THE COURT: We may have to utilize the 
robing room as the jury room by putting the jurors in 
there and have the marshals aveard that room. 

You try it and let us know, Tt i£°s. tao 
cola for you, we'll switch you to the robhina room where 
I don't helieve it's that cold. 


First of all, we'll excuse the alternate 
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jurors, or the one alternate juror we have left. 
Mrs. Vera Montecforte, on behalf of the 
citizens of the Southern District of New York, this 
Court thanks you for your service on this jury. I am 


sorry that you will not get an opportunityto delibcrate 
with your fellow jurors after having sat throuch this 
trial, but I am afraid that that is often the fate of 
alternate jurors. 

I am sure you realize that vour service was 
essential in the event that anothcr one of the reaular 
jurors became incapacitated, as hapnened very early 
in this trial when we had to utilize the first alternate 
juror. 

So you are excused now with the thanks of the 
Court. 

le: me ask you, do you have anything in the 
jury room? 

ALTERNATE JUROR: No. 

THE COURT: Then, will vou please leave 
through the main door here so that you ao not run into anv 
of the jurors. 

The clerk informs me -- just a moment ~~ the 
clerk informs me vou should qo down to room 199 to act 


your service card. 
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ALTERNATE JUROR: Thank vou. 

(Alternate juror discharaed) 

Tig COURT: All right. At thistime the 
clerk will swear the marshal. 

(Deputy marshal sworn) 

THE COURT: All right. ‘+= jurors may follow 
the marshal to the jury room 

(The jury left the courtrocm at 3:46 p.m., 

to commence deliberations) 


MR.GOLDMAN: If I may, vour Honor, mav I 


charaqe that was given in two reaqards, vour Fonor. First 


was a failure to clarify the previous charae with reaard 


| 
| note on the record the defendant ohjects to the further 
| 
| 


to possession -- Singular -- nad sold hv Fernald, and, 


| secondly, in gqivina the corrective charge at this time the 
| Court cmphasized solely the various means hy which the 

defendants could be found quilty without aqivind 

sufficient balance to the other aspect normally 

associated with the methods by which one is found 

guilty. 

For instance, there was no suaqestion at 
first they must find heyond a reasonahle doubt. 


There was just, as delivered, an indication 


of divers ways of finding defendants auiltyv, your Wonor, 
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and it is overly stressed and unbalanced. 

MR. SPARKS: IY would join in that,vour 
"onor. 

THE COURT: All right. 

MR. TIMBERS: Your Honor, one or two auick 
points. First of all, the objections the aovernment made 


are objections that it made because it Foeit that there 
was a problem as far as the defendants’ riahts were 
concerned, and so far as those objections arc not picked 
up by the defendants the government waives any objection. 

In other words, what I am saying is that I 
think -- my reason for objecting to the reauest was that 
I thought some aisservice had heen done to the defendants, 
but the defendants had not picked up the full point of 
my objections and, therefore, to the extent that thev 
haven't I waive them. 

THE COURT: I don't know what that is 
intending to say, but + will say that the charac was 
qiven as it has heen given becasuse of the venuc problicn 
presented in this casc. And that is the cxplanation 
for the way the charge was given. 

All right. 

MR. GOI.DMAN: We did wt waive or aive up 


any of the suqgqgestions made hy Mr. Timbers. My comment 
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2 was -- 
3 THE COURT: Let's shorten all this hv 
e) 4 sayina you don't waive anythina, you don't give up 
5 | anything, you can take everything up on apncal. Yfu waive 
6 nothing. 
7 MR. TIMBERS: Your fionor, on a different 
8 | topic, the defendants objected to my summation. I would 
3 | like to object to the defendant's practice of talking 
10 very loudlv at the defense table while I was making mv 
| 
1} | summation. It was quite loud. I suspect that the Court 
12 | could probably hear it. 
13 | THE COURT: Yes, I rapped a counle of times 
14 | for the defendants to keep quict. 
15 MR. TIMBERS: Finally, vour Honor, could I 
, 16 ask what the Court's schedule is for this cvernina? 
17 How late do you expect to sit? 
18 THE COURT: Well, until 11 eee and then 
19 | have them taken home by bus and come hack tomorrow 
20 morning, if necessary. 
21 All right, gentlemen, I think that the jurors 
Q a will send for some of the exhibits, probably Government's 
Exhibit 35, which lists all the exhihits, or some of the 
other major exhibits. And when the note comes out, T 
25 don't want to have the probhlicm of trying to find the 
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JUDGMENT AND PROBATION,/“OMMITMENT ORDER 


UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF NEW YORK 
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UNITED STATES OF AMERICA, 
Vv. 
No. 76 Cr. 253 (CBM) 
MARTIN WEINER, 
Defendant. 
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In the presence of the attorney for the government 
the defendant appeared in person on this date, July 26th, 1976, 
with counsel W. Donald Sparks, Esq. 
PLEA: NOT GUILTY 
There being a verdict of GUILTY. 


Defendant has been convicted as charged of the offenses 


of possessing Schedule III controlled substance, to wit, phendi- 
metrazine capsules and Schedule IV controlled substance, to wit, 
phentermine, by misrepresentation, fraud, foraery, deception, 
and subterfuge. (Title 21, U.S. Code, Sections 843(a) (3) and 
Title 18, U.S. Code, Section 2.) and conspiracy so to do. 
(Title 21, U.S. Code, Section 846) as charged in Counts l, 5 
and 6. 

The court asked whether defendant had anything to 
say why judgment should not be pronounced. Because no suffi- 
cient cause to the contrary was shown, or appeared to the 


court, the court adjudged the defendant guilty as charged and 


convicted and ordered that: The defendant is hereby committed 


348 a 


to the custody of the Attorney General or his authorized re- 


presentative for imprisonment for a period of SIX (6) MONTHS 


on counts l, 5 & 6 to run concurrently with each other. Imposi- 


tion of sentence is suspended. Defendant placed on probation 


for TWO (2) YEARS. 
Fine of $3,000.00 on Count 1 to be paid within 30 


days for date of judgment. Defendant is to stand committed 


until the fine is paid, or he is otherwise discharged accord- 


ing to law. 


/s/ CONSTANCE BAKER MOTLEY 
United States District Judge 
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JUDGMENT AND PROBATION/COMMITMENT ORDER 


UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF NEW YORK 


n= . 
Vv. No. 76 Cr. 253 
EDWARD PASTOR, 
Defendant. 
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In the presence of the attorney for the government 


the defendant appeared in person on this date, September 17th, 


1976, with counsel Robert Goldman, Esq. 
PLEA: NOT GUILTY 
There being a verdict of GUILTY. 

Defendant has been convicted as charged of the 
offenses of possessing Schedule III controlled substances to 
wit, phendimetrazine capsules and Schedule IV controlled sub- 
stances to wit, phentermine, by misrepresentation, fraud, 
forgery, deception and subterfuge, (Title 21, United States 
Code, Section 843(a) (3) and Title 18, United States Code, 
Section 2.), and conspiracy so to do (Title 21, United States 
Code, Section 846), as charged in counts l, 5 and 6. 

The court asked whether defendant had anything to 
say why judgment should not be pronounced. Because no suffi- 


cient cause to the contrary was shown, or appeared to the 


court, the cour adjudged the defendant guilty as charged and 
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convicted and ordered that: The defendant is hereby committed 
to the custody of the Attorney General or his authorized re- 
presentative for imprisonment for a period of SIX (6) MONTHS 

on count 1 and fined $5,000, sentenced to FOUR (4) YEARS on each 
of counts 5 and 6 to run concurrently with each other. Execu- 
tion of sentence on counts 5 and 6 are suspended. Defendant 

is placed on probation for a period of FIVE (5) YEARS, subject 


to the standing probation order of this Court. 


Sentence and fine imposed on count 1 are stayed pending appeal, 
©». tondition that the appeal is prompt perfected within the 
time allowed by the rules. If the conviction is affirmed, the 
defendant is to surrender within TEN DAYS after the affirmance. 
The fine of $5,000 is a comitted fine and the defendant 
is to stand committed until the fine is paid or he is otherwise 
discharged acce ‘ding to law. 
The court orders commitment to the custody of the 
Attorney General and recommends, that the defendant be confined 
to an institution with appropriate medicai facilities for his 


heart condition. 


/s/ CONSTANCE BAKER MOTLEY 
United States District Judge 


September 17, 1976. 
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NOTICE OF APPEAL 


UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF NEW YORK 
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UNITED STATES OF AMERICA, 

No. 76 Cr. 253 

Vv. 
Constance Baker Motley 
MARTIN WEINER and EDWARD (District Court Judge) 
PASTOR, 
Defendants. 
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Notice is hereby given that Martin Weiner appeals 
to the United States Court of Appeals for the Second Circuit 


from the Judgment entered in this action on July 26th, 1976. 


Donald Sparks, Esq. 

Counsel for Appellant Weiner 
344 West Front Street 

Media, Pennsylvania 19063 
215/565-3700 


August 3rd, 1976 


To: 


Robert B. Fiske, Jr. 

United States Attorney 

for the Southern District of 
New York 


452a 


NOTICE OF APPEAL 


UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF NEW YORK 
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UNITED STATES OF AMERICA, 

No. 76 Cr. 253 

Vs 

Constance Baker Motley 
EDWARD PASTOR and MARTIN (District Court Judge) 
WEINER, 

Defendants. 
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Notice is hereby given that Edward Pastor appeals 
to the United States Court of Appeals for the Second Circuit 


from the Judgment entered in this acticn on September 17, 1976. 


Kuh, Shapiro, Goldman, Cooperman & 
Levitt, P.C. 

Counsel for Appellant 

800 Third Avenue 

New York, New York 10022 
212/688-7900 


September 17, 1976 


To: 


Robert B. Fiske, Jr. 
United States Attorney 
for the Southern District 
o. New York 


